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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

mildew) and algae as a static agent.”
“AM 500 I can be used for incorporation into and treatment of the following items or
substrates to impart bacteriostatic/fungistatic activity:”

5. Add the following statement to your label: “This product is registered as a
microbiostatic agent for materials preservation only; neither this product nor the articles treated
with this product may state or imply any public health claims. Articles or surfaces treated with
this product will be exempt from FIFRA regulation pursuant to 40 CFR 152.25 (a) if the intended
use for incorporating this material into a treated article or substance is for the protection of the
article or substance itself.”

6. Your application for pesticide indicates that this product is only marketed in metal
containers. If this is the case revise the “Container Disposal” statement by deleting: “by burning,
If burned, stay out of smoke.” If this is not the case, revise your application for pesticide to
include all container types and revise the “Container Disposal™ statement accordingly, referring
to PR Notice 83-3 for guidance.

General Comments

Due to the numerous concerns identified above, we are unable to perform a complete
label review at this time. We suggest you meet with us prior to resubmitting this application for
further clarification on any of these issues. Submit revised labeling including specific directions
for use and clarifiers as identified above, product specific and generic data matrixes as well as
data compensation forms. Depending on the uses you intend to pursue, additional data may be
required at resubmission.

Should you have any questions concerning this letter, please contact Tracy Lantz
at (703) 308-6415.

Sincerely,

AN

Velma Noble

Product Manager (31)

Regulatory Management Branch I
Antimicrobials Division (7510C)

7510C:T.Lantz:10/25/04:75497-2b
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Norm Cook/DC/USEPA/US To Tracy Lantz/DC/USEPA/US@EPA

10/26/2004 06:10 PM c Nader Elkassabany/DC/USEPA/US@EPA, Norm
Cook/DC/USEPA/US@EPA

bce
Subject Re: Data required for quat on outdoor wood use

Hi Tracy

Based upon what you showed me, here're the data rqmts....Norm

l ‘Q\'«"
Note to Tracy on proposed use pattern.0 ct.2004.wpd

Tracy Lantz/DC/USEPA/US

Tracy Lantz/DC/USEPA/US
. B aft "10/26/2004 03:49 PM To Norm Cook/DC/USEPA/US@EPA
g

hrf N ”T cc

Subject Data required for quat on outdoor wood use

Please don't forget to send me the data requirement info.

Thanks for your assistance.
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Human Exposure (Application and Post-Application)

Human Exposure Data Requirements &;;l;catm

Data Requirements/Guideline Test Proposed Use
Number Substance Pattern (Treatment
of Decks Including
Fogging)
Product Use Information TEP R
875.1700 .
51N
”‘d \oos wied
Dermal o TEP R
Exposure ot
875.1100 exf A
875.1200 %\w& s
875.1600 \&c Nn) Ww.' o
VRS

WS e
Inhalation Exposure Outdoor TEP R
875.1300 w
875.1600
Biological Monitoring TEP CR
875.1500
875.1600 Ccondbiovally re,»%we&\)
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T
Human Exposure Data Requirements ' Post-application\’\

Data Requirements

.

Test
Substance

\—Mﬂm

R

Proposed Use
Pattern (Treatment
of Decks Including

Fogging)

Product Use Information

875.2700 a
58 ek

TEP

Description of
Human Activity

\rer
875.2800 JWOE\W

TEP

Surface UJ(PQ
Residue
Dissipation/Dislodgeable '\{9} >
residue (Surface Wipe
Sampling)

875.2300

875.2900

[Also, refer to CPSC (2003a),
CPSC (2003b), CPSC (2003c¢),
CPSC (2003d), CPSC (2003e),
RTI International (2003)]

TEP

Dermal Exposure
875.2400

L L
875.2900 7

M
o %\?‘% >

‘f"db)lrus

TEP

C R

“
N i

Inhalation Exposure
875.2500
875.2900

TEP

¢ R
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Data Requirements Test Proposed Use

Substance Pattern (Treatment
of Decks Including
Fogging)
Biological Monitoring TEP CR
875.2600
875.2900
References
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Recommendation to Ban Use of Chromated Copper Arsenate (CCA)-Treated Wood in
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from Mark S. Levinson to Patricia Bittner, “Statistical Analysis of CCA-Treated Wood Study
Phase III”.

Consumer Product Safety Commission (CPSC). (2003d). Chromated Copper Arsenate (CCA)
Pressure Treated Wood Analysis Exploratory Studies Phase I and Laboratory Studies Phase II.
Memorandum from David Cobb, Chemist, to Patricia Bittner, Project Manager, January 2003.

Consumer Product Safety Commission (CPSC). (2003¢). CCA-Treated Wood Field Study Phases
III and IV. Memorandum from David Cobb, Chemist, and Dwayne Davis, Chemist, to Patricia
Bittner, Project Manager, January 2003. \
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Prepared for the American Chemistry Council.
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> 76

“Dust mist filtering respirator” as suggested in the Agency letter dated May 22, 2003 was
not appropriate for this type of product. In the absence of an alternative, you must state
“Wear a NIOSH approved respirator with any N, R, P, or HE filter.”

If this is not in agreement with the practices at your facilities, submit a notification adding
the appropriate respirator information.

c.) Revise the “wash thoroughly with soap and water after handling” statement to include
the phrase, “..and before eating, drinking, or using tobacco.”

(bacteriostatic, fungistatic, algistatic) activity to substrates for the following applications”

along with the box below it. You must submit a separate amendment to add the use sites

from AEM 5700 label, 64881-1. Please note: many of the use sites listed for AEM 5700 \bm
are not appropriate for use by homeowners or commercial applicators.

2. Delete the statement, “*AEGIS Antimicrobial can also be used to impart biostatic %

3. On page 3: revise the first statement, “wear goggles or faceshield and rubber gloves when
handling the concentrate” to state “wear goggles or faceshield, protective clothing,
rubber gloves, and respirator.” This text must agree with the “Precautionary Statements”
on the front panel. As stated earlier, if you want alternative precautionary labeling based
on the use dilution, you must submit data.

4, According to PR Notice 83-3 and Label Manual 3 edition, any pesticide that is classified
in toxicity category I or II for acute inhalation and/or I for primary eye irritation, the 1*
statement under “Pesticide Disposal” must read “Pesticide is acutely hazardous.”

t

General Comments

A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3)
copies of your final printed labeling before distributing or selling the product bearing the revised
labeling.

Should you have any questions or comments concerning this letter, please contact
Jacqueline McFarlane at (703) 308-6416.

T

Velma Noble

Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division (7510C)
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NOTICE: Aeais warrants that the product conferms to its chemical description and is reasonably fit for the purposes
stated in the labeling when used in accordance with directions under normal conditions of use; but this warranty of fitness
for a particular purpose does not extend to the use of this product contrary to written instructions, or under abnommal
conditions, or under conditions not reasonably foreseeabls to seller, and buyer assumes the risk of any such use. AEGIS
ENVIRONMENTAL MANAGEMENT, INC. SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING THE WARRANTY OF MERCHANTABILITY.

SHIPPING LIMITATIONS
DOT Classification: Flammable.

METHANOL SOLUTION

UN1230

6 3 6




24



25



[ . . b ————e

33

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

2. In the description section of the labeling, revise the name of the active ingredient to be
in agreement with that listed on the first panel of the Master Label.

3. Also in the description section of the labeling, correct the name of this product to read:
BioShield AM 500 1. : ,

4. Correct the wording in the fifth bullet under Benefits as follows: «..by resisting the .
growth of odor-causing bacreria and imparts odor resistance.” '

5. Revise to read “Fiberfill for upholstery, sleeping bags, apparel, where the fiber is
cotton...” by correcting the spelling of fiberfill and deleting the “etc.”

6. Add the following site to the collateral labeling such that it is in agreement with the |
. Master Label: “Exterior walls (such as stone, concrete, brick)”

. 7. Add the following clarification to the collateral label: “Polyurethane and cellulose
- foam for household, industrial and institutional sponges and mops.”

_ 8. Add the following statement to the Directions for Use as per the Registration Notice
 for this product: “Jt is a violation of Federal Law to use this product in a manner inconsistent
with its labeling.” :

9. As per the Registration Notice for this product, revise the Precautionary Statements as
follows: increase the font size of the signal word “WARNING” and change the statement which
reads “Avoid contact with skin or clothing and avoid breathing vapor.” to read “Avoid contact
with skin and avoid breathing vapor.” '

10. As per the Registration Notice for this product, revise the Storage and Disposal,
Pesticide Storage statement to begin as follows: “Store in original, tightly closed containers
below 30° C (86" F) and above (¥ C (32° F) in a secure area inaccessible to children and away
- from food and feed. AM 5001 hasa...” . : N

_ 11. The Agency suggests that your collateral labelinQ include a “First Aid” statement
which is in agreement with the Master Label for this product.

12. Correct the word “REFRENCES” to read “REFERENCES.”

CONCURRENCES
svunoL | evverafertereroenrsosimdrseticeasarsos “vedsreresvectarmare) trvimencrencnsnns cveenes avsen . ] e
araranat AU A SO I
oare ’...... ............ : :
EPA Form 1320-1A (180) . Prited on Recycled Papér QFFICIAL FILE COF

“U.S. Governmen Printing OMics; 1962 — €0-838:40
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UNITED STA'\;ES ENVIRONMENTAL PROTECTION AGENCY

General Comments

A stamped copy of the accepted labeling, including technical bulletin, is enclosed.
Submit one (1) copy of your final prmted labeling before distributing or selling the product

* bearing the revised labeling.

Should you have any questxons concerning this letter, please contact Tracy Lantz

at (703) 308- 6415

_Smcerely,

Velma Noble .
Product Manager (3 l)
Regulatory Management Branch |
Antimicrobials Division (7510C) .

Enclosure: Stamped Label & Téchnical Bulletin
- 7510C:T.Lantz:3/1/04:75497-2a

-F.

' CONCURRENCES
fruaot coch e stvamons s o..‘uc vaate
rumnasE SRR A | N T -es
T R e . B .
EPA Form 1320-1A (1/90) Printed on Recycled Paper OFFICIAL FILE COF

*U.S. Governiem Prnting Office: 1902 — 620-838/400
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Collateral Labeling

NovaBioGéneti(‘s Inc.

8601 Dunwoody Place, Suite 338
Atlanta, GA 30350
Information About

~ Microbiostatic Agents

- AM500 |- FOR MANFACTURING USE ONLY o~
U.S. Environmental Protection ' |
Agency Registration Number....................oi 75497-2
TYPe e, Silicone quaternary ammonium salt
Physical FOm..........coooiiiiiiiiiiiiiei e Low-viscosity liquid
Special Properties............. e Surface bond ability
Primary USes.........ccocviiviviiiniiieininiccea, .........,As an active ingredient for

Formulating microbiocides for use in laundry additives,
Carpet treatment products, upholstery and

Drapery treatment products to give a

Bacteriostastic, fungistatic, mildewstatic activity

TYPICAL PROPERTIES

These values are not intended for use in preparing specifications

CH,
SIPUCIUTE o eeeeeeeeeererannes [(CH;0)38i(CH,);N-CysH37]+Cl

CH;
Concentration.............ooveiuiiieiiieieiie e e 5.0% i pésécidq,
Appearance........... et tee e ttaeeeet e s e e ere———attaraeaenins Colorless liquid 94 EPA Reg. No,
SOIUBILILY ...t Miscible in all 755,?
Proportions with - . /-~ 9

Water. ethanol, and methano!
Thermal Stability ... Stable to 230C
Specification Writers: Please contact NovaBioGenetics for information regarding specifications
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DESCRIPTION /%3

AMSOQ Iis NovaBioGenetics field’s designation for 3-(trimethoxysilyl) propyloctdimethyl ammonium chloride
containing £ percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form durable
bonded coatings to a number of materials (see “References” section).

AMS00 I offer-users the following features:

" Good durability ~NOVABIOGENETICS AM500 I imparts biostatic activity to the surface of a wide
variety of substrutes ‘
* Incieased efficiency-through proper application, durable bacteriostatic, fungi static and algistatic
“surfaces can b= ettained with a minimum amount of AMS001. ‘

* BENEFITS |
The following benefits are derived when a formulation containing the active ingredient is applied to a
surface: '

Provides freshness and combats deteration caused by bacteria, fungi, and algae.

Inhibits growth of bacteria and mildew on the treated article.

Prolongs the life of an article by inhibiting the growth of bacteria and mildew.

Resists development of bacterial and fungal odors. :
Retains freshness by resisting the growth of odor-causing bacteria growth and imparts odor resistance. . N
Product performance with little degradation up t0.375 F o

Materials treated with formulations containing the microbiostatics agent AMSQ0 [ are preserved by the
bacteriostatic, fungistatic and algistatic action imparted by the active ingredient. AMS00 I inhibit the growth
of microorganisms that are responsible for causing odor, discoloration, and deteration. It also provides

- residual inhibition of microorganisms to aid in the control of these deleterious effects. AMS00 I

. forms a coating on a wide variety of substrates and microbiostatic action is exhibited on contact.

. APPROVED USES .
AMS00 I is approved for use in formulating microbiostats for use in laundry additives, carpet treatment
products, upholstery and drapery treatment products. ' ‘

The active ingredient in AM500 I is an effective agent against fungi (including mold and mildew) and algae.

as a static agent. ' )

AMS500 1 can be used for incorporation into and treatment of the following items or substrates to impart

bacteriostatic/fungistatic activity.

e Air filters for furnaces, air-conditioners, air purification devices, automobiles, recirculation air handling
systems, '

Air filters/materials;

Aquarium filter materials;

Bed sheets, blankets, and bedspreads;

-Buffer pads(abrasive and polishing);

Carpets and draperies;

¢ & o o o
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D]RE CTIONS FOR USE S

]

Fiberfil led for upholstery, sleepmg bags, apparel, etc., where the fiber is cotton, natural down. nylon,
polyester, rayon, or wool;

Firc hcse fabric;

Fiberglass duct board,

Humidifier belts;

Mattiess pads and ticking;

‘Men’s-underwear and outerwear;

Non-woven disnosable diapers;

Non-woven palyester;

Outerwear apparel:

Disposcble polyurethane foam cushions for Lapidus Air float Systems;
Polyvretaane foam for household, industrial, and instructional sponges and mops;
Polyurethane and polyethylene foam, when covered,

Polyurethane foam for packaging and cushioning in non-food contact applications;

Polyurethane foam used as a growth medium for non-food crops and plants;

Pre-moistened towelettes and tissue wipes (these do not impart pestical properties);

Roofing materials- defied as shingles, roofing granules, wood shakes, felt, stone and synthetic overcoats;
Sandbags, tents, tarpaulins, sails, and ropes; ' :
Athletic and casual shoes; S o
Shoe insoles; o
Shower curtains; ' '

Socks compromised of nylon, nylen/orlori, cotton/nylon, linen/Lycra, and acryhc/polypropylene/nylon
Lycra, wool/silk/nylon/Lycrd and wool/acrylic/nylon/Lycra;

. Throw rugs;

Toweling made of 100 percent cotton, 100 percent polyester and blends of the two fibers;

Toilet tank and seat covers;

Umbrellas;

Uphoistery made of acetates, acrylics, cotton, ﬁberg]ass nylon, polyester, polyethylene, polyoleﬁn s,
polypropylene, rayon, spandex, vinyl, and wool;

Vacuum cleaner bags and filters;

Vinyl paper-wallpaper for non-food contact surfaces, '

Disposable wiping cloths that can be used for multiple purposes such as dusting or washing furniture,
cars, walls, windows, floors, appliances, dishes, counter tops, etc,; the wiping cloths do not impart
pesticide properties; ' o ‘

Women's hosiery;
Women’s imitate apparel.

J 7104 '

AMS00 I can be incorporated directly into formulatlons used to makexhe end products listed in this bulletin.

PRECAUTIONARY STATEMENTS / 59 97
Wammg Causes substantial but temporary eye injury. Harmﬁﬁ if absorfae’d through skin or inhaled. Do not
get in eyes or clothing. Avoid contact with skin or clothing and avoid breathing vapor. Wear protective
eyewear (goggles or face shield). Wash thoroughly with soap and water after handling. Remove contained
clothing and wash clothing before reuse.

ENVIRONMENTAL HAZARDS _
This pesticide is toxic to fish. Do not discharge effluent containing this product into lakes, streams, ponds,
estuaries, oceans, or other waters unless in accordance with the requirements of a National Pollutant

34




e e R B 1573

Discharge Elimation System (NPDES) permit and the permitting authority has been notified in writing prior
to discharge. Do not discharge effluent containing this product to sewer systems without previously
notifying the local sewage treatment plant authority. For guidance, contact your State Water Board or
Regional Office of the EPA.

' Inactivaticr. of solutions containing AMS00 I may be accomplished by one of the following methods:

e AZdition of zr: anionic surfactant or'detergent in quantity equivalent to that of AM500 I in solution;
0

* Addiiion of Triton X-100 nonionic detergent at a final concentration of 10,000 ppm (1.0 percent
volume/veirre: or greater to bath solutions up to 1.0 percent volume/volume of AMS00 1. s

Every e.fori should be made to contain accidental spills of AMSO00 I to the immediate area. This may be

accomp:isazd by the use of sandbags to confine the spill to facilitate cleanup and disposal. Contaminated

sand may then be disposed of by burial in an approved landfill. Many spills may be cleaned up with rags by .

wiping and/or moping and allowing the liquid to absorb into the fabric. The rags may then be disposed of by
* incineration, C '

Floor drains in areas of material use should be protected with sandbags to contain accidental spills.

STORAGE AND DISPOSAL _ ,
Do not contaminate water, food, or feed by storage and disposal. s

Pesticide Storage: Store in original, unopened containers below 3 C (86' F) and above 0 C (32 F). AM500 1 o
have minimum shelf life of 12 months from the date of shipment from NovaBioGenetics

Pesticide Disposal: Wastes resulting from the use of this product may be disposed of on site or at an
approved waste disposal facility.

Container Disposal: {plastic] Triple rinse (or ¢ "':f:‘“a‘}'i";'r)tt); Then offer for recycling or recondition, or
puncture and dispose of in a sanitary landfill, or ingineration, or, if allowed by state and local authorities, by
burning. If burned, stay out of smoke. [Métal] Tripl§winse (or equivalent). Then offer for recycling or
-reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures approved by state

and local authorities. 75 4q 7-2

Before handling, read product tabel in its entirety

IMPORTANT: WARRANTY AND DIS'CLAIMER INFORMATION

Nova Biogenetics Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under normal
conditions of use; but this warranty of fitness for a particular purpose does not extend to the use of this
product contrary to bulletin instructions, or under abnormal conditions, or under conditions not reasonably
foreseeable to seller, and buyer assumes the risk of any such use.

NOVA BIOGENETICS SPECFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING THE WARRANTY OF MERCHANTABILTY.
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S0 Bre UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

August 12, 2004

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

KIMBERLY CASPERSON/TIMOTHY C. MOSES
NOVA BIOGENETICS, INC.

8601 DUNWOODY PLACE, SUITE 338
ATLANTA, GA 30350

PRODUCT NAME: BIOSHIELD AM 5001
COMPANY NAME: NOVA BIOGENETICS, INC.
EPA FILE SYMBOL: 75497-2

EPA RECEIPT DATE: 08/06/04

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Team 31, at (703) 308-6233.

Sincerely,
Hheda
- Front End Processing Staff

Information Services Branch
Information Resources and Services Division
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13. Hales J.G., Sofkin, M.E., and White, W.C. “Antimicrobial Treatments, Part 1: What They Are and Why

They Are Used.” Cleaning and Restoration.” 1986, March, 14-15.
14. Hales, M.G. and White, W.C. “Antimicrobial Treatments, Part 2: Types and Considerations for Use.”

Cleaning and Restoration.” 1986, Vol. 24, Num.4, 13-15.
15. Hales, M.G. and White, W.C. “Antimicrobial Treatments, Part 3. Methods for Determining Their

Effectiveness.” Cleaning and Restoration”, 1986. May, 18-20.
16. Battice, D.R. and Hales, M.G. “A New Technology for Producing Stabilized Foams Having
Antimicrobial Activity.” Journal of Cellular Plastics, 1985, Vol. 21, Num.5, 332-337.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

Nova Biogenetics Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under normal
conditions of use; but this warranty of fitness for a particular purpose does not extend to the use of this

product contrary to bulletin instructions, or under abnormal conditions, or under conditions not reasonably
foreseeable to seller, and buyer assumes the risk of any such use. '

NOVA BIOGENETICS SPECFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED
WARRANTY, INCLUDING THE WARRANTY OF MERCHANTABILTY.

Nova BioGenetics Inc.
8601 Dunwoody Place. Suite 338
Atlanta, GA 30350
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

MAR =3 2004

Mr. Timothy C. Moses

President, Antimicrobials & Biocides Division
Nova BioGenetics, Inc.

8601 Dunwoody PI., Suite 338

Atlanta, GA 30350

SUBJECT: BioShield AMS500 I
EPA Registration Number: 75497-2
Application Dated: December 1, 2003
Receipt Date: December 9, 2003

Dear Mr. Timothy C. Moses:

The following amendment, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable subject to the
conditions listed below.

. Correct name of Active Ingredient as per Agency request

Conditions

A number of the label comments identified in the Notice of Registration for this product
dated 10/13/98 have not been addressed. Make all the revisions listed below to the label for this

product.

The following comments apply to the Master Label.

1. In future submissions to the Agency, list all packaging sizes on the Application for
Pesticide such that the application is in agreement with the label for this product.

2. Revise the “Precautionary Statements” to include: “So not get in eyes or on clothing.”

: CONCURRENCES
SymeoL /OC e ] St
SURNAME 7?# -
DATE .
N 3 - OFPREIAL FILE COF
EPA Form 1320-1A (1/80) Printed on Recycled Paper — Prrsing Office: 1082 — 30-838401
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

General Comments

A stamped copy of the accepted labeling, including technical bulletin, is enclosed.
Submit one (1) copy of your final printed labeling before distributing or selling the product
bearing the revised labeling.

Should you have any questions concerning this letter, please contact Tracy Lantz
at (703) 308-6415.

‘Sincerely,
[ ]
Ul//wﬁm

Velma Noble

Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division (7510C)

Enclosure: Stamped Label & Technical Bulletin
7510C:T.Lantz:3/1/04:75497-2a

CONCURRENCES
SYMBOL =
AN . L ----------------- swa
DATE
: OFFRYAL FILE COF
EPA Form 1320-1A (1/90) Printed on Recycled Paper

*U.5. Government Printing Office: 1002 — 820-85840(
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY P% , J’L '2

APR 3.0 2

Elizabeth Brown, Agent for Milliken Chemicals, Inc.
c/o ChemReg International, LLC

1990 Old Bridge Road, Suite 201

Lake Ridge, VA 22192-2383

Subject: Antimicrobial AlphaSan RC 5000 EPA Reg. No. 11631-2 ’/
Antimicrobial AlphaSan RC 2000 EPA Reg. No. 11631-3
Antimicrobial AlphaSan RC 7000 EPA Reg. No. 11631-4
Agency Initiated Action—Extension of Time Limited Approval For Certain
Uses : -

These products currently have time-limited approval until 5/1/03 for all the indirect food,
drinking water, and HVAC uses listed on the last stamped labels. The other uses on the labels are
not time-limited. This letter represents an Agency initiated action which hereby extends the time-
limited approvals for these uses until 5/1/04. This will permit the Agency time to complete the
review of the 90-day dog, and two-generation reproduction data you submitted, and to complete
the final risk assessment for all uses on the label. The two submitted studies referenced above
must be-found valid and the final risk assessment of al! label uses must be found acceptable.

Failure to find the data valid and the risk assessment acceptable may result in EPA issuing a
notice to cancel one or more of the indirect food, drinking water, HVAC or other uses, under
FIFRA Section 6(¢). This time-limited approval will expire automatically on 5/1/04. Sale or
distribution of the subject product bearing labeling for these food contact uses after 5/1/04 will
be illegal.

A copy of the applicable label, stamped “Accepted with comments” is attached for your records.

If you have any questions about the comments in this letter, please feel free to contact Tony Kish
at 703-308-9443, or myself at 703-308-6341.

Sincerely,
W%/
arshall Swindell,
Product Manager Team 33,
e —Reeulatory Management Branch 1
s . . . o e e
symaouL mrmmuw )
T ey IS S ! -
T Rt RS

EPA Form 1320-1A (190)

Prinied om Recycled Poper ) OPFICIAL PILE COPY
“U.S. Government Printing OMos: 1982 — &ID-880408T2
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.\5\\\«'0 sr"s@_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

4 protEY

AENOHANy
# Agenct

N

December 11, 2003
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

KIMBERLY CASPERSON/TIMOTHY C. MOSES
NOVA BIOGENETICS, INC.

8601 DUNWOODY PLACE, SUITE 338
ATLANTA, GA 30350

PRODUCT NAME: BIOSHIELD AM 500 I
COMPANY NAME: NOVA BIOGENETICS, INC.
EPA FILE SYMBOL: 75497-2

EPA RECEIPT DATE: 12/09/03

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Team 31, at (703) 308-6233.

Sincerely,
Vidicecs fo Ve
Front End Processing Staff

Information Services Branch
Information Resources and Services Division
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At your next label amendment, submit revised labeling to the Agency which indicates the
correct active ingredient name for this product as Octadecylaminodimethyltrihydroxysilyl propyl
ammonium chloride.

Should you have any questions concerning this letter and the labeling comments please
contact Tracy Lantz at (703) 308-6415.

Sincerely,

[ A

Velma Noble

Product Manager (31)

Regulatory Management Branch I
Antimicrobials Division (7510C)

7510C:T.Lantz:8/26/03 correct name of Al 107401 products #3
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but within the 18 month grace period, you must maintain comp.:zt
and accurate records which identiiv by batch number, lot numzar
or other suitable description the Juantities of such product
bearing the transferor's label. Zach container or package
bearing the transferor's label wh_ch is released after the
effective date of product registrztion transfer, must be clezrly
and accurately marked with the bazzch number, lot number or czher
descriptive designation used to icdentify the product in your
records.

e

14

Supplemental distribution agrsements of registered products
do not transfer with the Section 3 registration. It is your
responsibility as the registrant o notify any and all
supplemental distributors of the zZransferred product(s) of tzis
transfer agreement. If you wish Zo enter into supplemental
distribution agreements of your product(s) under this new
registration, the form "Notice of Supplemental Distribution z-f a
Registered Pesticide Product," EFZ Form 8570-5, must be submitted
to the Agency for each supplementzl distributorship.

You are required to contact sour local EPA Regional Office
to determine what effect this transfer of pesticide registrations
has on the pesticide production establishment registration.

It will not be necessary to submit labeling for review if
the only changes are in the company designation and the EPA
Registration Number. Other changss in the product and/or
labeling may require EPA review and approval prior to initiazion.
In any correspondence on these products always refer to the U.S.
EPA Registration Number listed akzve.

The transferred registratiorn will have the same status :nder
the Federal Insecticide, Fungicicz and Rodenticide Act, as
amended, 7 USC 136 et seq., as it had prior to the approval :Z
this transfer.

When registrations are transierred from one company to =
second company, all restrictions, data requirements, conditiczns
(suspensions), and deadlines exiszZing on the registrations ars
transferred with the registratiorns. The new company is
responsible for adhering to or ccmplying with all such
restrictions, etc. on the acquired products.

In regard to deadlines, the transferee company is
responsible for submitting all reguired data according to thks
schedules already established for the acquired products. Fzllure
to do so will result in the issuance of a Notice of Intent t:
Suspend. Requests from transferees companies for additional Zime
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

’8’“.;0):"/'11;,:7
w AGENG*

e
'>O

"¢ proe®

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

I, Velma Noble, Product Manager/Regulatory Management Branch 1, of the Antimicrobials

Division, Office of Pesticide Programs, Office of Prevention, Pesticides and Toxic Substances,
United States Environmental Protection Agency (“EPA”), certify the pesticide product listed
below is, of the date of this letter, a registered product under the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA),#s amended, and that as such, the product may be sold and
marketed in the United States of America as authorized and limited by FIFRA. A true and correct
copy of the product label approved by EPA is attached to accompany this letter.

Registration of this product with EPA also denotes that the registrant listed below is responsible
for ensuring full compliance with all laws of the United States of America, or governing
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient

of this letter is on notice that the status of the referenced registration and/or the accompanying
label may change subsequent to date of this letter. EPA assumes no responsibility to notify the
recipient of this letter of any change in the status of the registration and/or the product label for
the product listed below. '

EPA has issued registration number for the product listed below to:

BioShield Technologies, Inc,
440 International Boulevard
Suite B109

Norcross, Georgia 30093

EPA Registration Number:
Reg. # 70871-2

Name of Product
AM 5001

%Mm Mo bttt 2

~ Name and Tltle
,éfﬂ%/e% @7_ 11499

Date
Oi’ﬁcial Agency Seal

Intemet Address (URL) » hitp://www.epa.gov 77
Recycled/Recyclable « Printed with Vegetable Oll Based Inks on Recycled Paper (Minimum 20% Posiconsumer)
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

WO 5
‘ﬂg o
v AGENO"

&
’>O

¢ prote’

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

I, Velma Noble, Product Manager/Regulatory Management Branch 1, of the Antimicrobials

Division, Office of Pesticide Programs, Office of Prevention, Pesticides and Toxic Substances,
United States Environmental Protection Agency (“EPA”), certify the pesticide product listed
below is, of the date of this letter, a registered product under the Federal Insecticide, Fungicide,
and Rodenticide Act (FIFRA),#s amended, and that as such, the product may be sold and
marketed in the United States of America as authorized and limited by FIFRA. A true and correct
copy of the product label approved by EPA is attached to accompany this letter.

Registration of this product with EPA also denotes that the registrant listed below is responsible
for ensuring full compliance with all laws of the United States of America, or governing
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient

of this letter is on notice that the status of the referenced registration and/or the accompanying
label may change subsequent to date of this letter. EPA assumes no responsibility to notify the
recipient of this letter of any change in the status of the registration and/or the product label for
the product listed below.

EPA has issued registration number for the product listed below to:

BioShield Technologies, Inc
440 International Boulevard
Suite B109

Norcross, Georgia 30093

EPA Registration Number:;
Reg. # 70871-2

Name of Product
AM 5001

N W ~ths L, 2

. Name and Tltle
/g’/»kﬁv 20, é] ’7&5_?
Date

Ofﬁcial Agency Seal

Intemet Address (URL) ¢ http:/www.epa.gov 82
Recycled/Recyciable « Printed with Vegetable Oil Based inks on Recycled Paper (Minimum 20% Postconsumer)
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SciReg, Inc.

Science and Regulatory Consultants

August 19, 1999

Ms. Velma Noble

Product Manager 31

Antimicrobial Division (7510W)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mall 2

1921 Jefferson Davis Highway
Arlington, VA 22202-4501

Re: Certification of registration (“Gold Seals”) for AM 500 I (EPA Reg. No. 70871-2)
Dear Velma:
As per your instructions, accompanying this letter is the EPA Form 8570-1 in which
BioShield Technologies, Inc. requests the certification of the registration of their
manufacturing use product AM 500 I (EPA Reg. No. 70871-2).

Sincerely,

o Yfoor

Hale Vandermer, Ph. D.
Sr. Regulatory Specialist

Enclosure

[ A XX NN ) L
[ ] * [ ]
* ¢ : oee : [ )
[ X ] : . e0 R
[ X X X X J L X RN ]
o0 : L X ¢ *
: [ ] ¢ [ ]
o000
A
12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600 87

www.SciReg.com




Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-00680.

Aggroval oxgires 05-31-98

~ United States Reglstratlon OPP ldentifier Number
\"EPA Enwronmental Protection Agency x | Amendment
Washington, DC 20460 Other _

Application

for Pesticide - Section |

1. Company/Product Number

70871-2

2. EPA Product Manager
Velma Noble

3. Proposed Classification

4. Company/Product {(Name) AM

5001

PM# 31

None D Restricted

S. Name and Address of Applicant {include ZIP Code/

BioShield Technologies,
4405 International Blvd.,

Norcross, GA 30

Inc.
Suie B
093

D Check if this is a new address

1097}to:

EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c}(3)
(b}(i), my product is similar or identical in composition and labeling

Product Name

Section - |l

Amendment - Explain below.

D Resubmission in response to Agency letter dated

D Notification - Explain below.

[]
[]
L]

Agency letter dated

Other - Explain belo

“"Me Too" Application.

w.

Final printed [abels in response to

Explanation:

Use additional page(s) if necessary. (For section | and Section il.)

We are requesting a letter certifying (Gold Sealing) that AM 500 I

(EPA Reg. No.

70871-2) is registered with EPA.

Section - il

1. Material This Product Will Be Packaged In:

®

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yeos"® Yes Yes Moetal
N N ' Plastio
° o No Glass
. . If “Yes® No. per If “Yeos" No, per Paper
Certification must Unit Packaging wgt. container Package wgt container Other (Specify)

be submitted

]

3. Location of Net Contents Information 4, Size(s) Retail Container 5. Location of Label Directions

. On Label
D Label D Container On Labeling sccompanying product
6. Manner in Which Label is Affixed to Product Lithograph D Other

Paper glued P

Stenciled Xy

section - IV o..o.o

1. Contact Point [Complete items directly below for identification of individusl to be contacted, if necessary, ‘qprp;gs: this apglication.)

AN

Name Title . Tﬂophorﬁ. Q- dinclude Area Code)
Hale Vandermer, Ph.D. Sr. RegulatorySpeciabzpt 703&494 6500
Certification cegee, &hte Application
| certify that the statements | have made on this form and ali attachments thereto are true, sccurate and*cbhfblete. Recoived
| acknowledge that any knowingly false or misleading statement may be punuhablo by fine or imprisonment or 1.° JStamped)
both under applicable law. ecee
2. Signature 3. Tid d.°°
. . liue . q o .
¢ g::: Pres., SciReg, Inc.(Agent) Jeees
4
4. Typled Name 5. Date
James S. Damico August 19, 1999 88




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

BioShield Technologies, Inc.
4405 International Boulevard, Suite B109
Norcross, GA 30093

SUBJECT:

Agent for

ATTENTION: Kimberly Lowe

BioShield

801 2

BioShield AM 500 I
EPA File Symbol 70871-2
Your Registration Dated: October 13, 1998

11988

It has been brought to our attention that the possible intention of the letters “AM” in the
name of your product is as an abbreviation for the term “antimicrobial”. In our previous
correspondences dated September 4, 1998 and October 13, 1998 it was specified that you may
not use terms such as “antimicrobial, antibacterial, microbiocide, fungicide, and bactericide” on

your label for this product. The purpose of this letter is to inform you that the terms
“antimicrobial, antibacterial, microbiocide, fungicide, bactericide” and other similar terms which

do not appear on your stamped accepted label may not be used or implied in any of your
advertising or literature referencing this product.

We would like to remind you that one of the terms of this registration is as follows “This
product has been registered as a microbiostatic agent to formulate products used for materials
preservation only; neither this product, nor articles treated with this product, may state or imply
any public health claims.” The Agency interprets the term “antimicrobial” as implying public
health claims.

CONCURRENCES
SYMBOL 75{0(‘)
B s R B e B By
DATE IOI 2[[ f ........................................ Aassssers e Rasane
EPA Form 1320-1A (1/90) Prinied on Recycled Peper OFFICIBDFILE COPY

¢r U.S. GOVERNMENT PRINTING OFFICE 1995 - 619-457
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

page 3
EPA Reg. No. 70871-2

Refer to PR Notice 92-5 for Agency requirements regarding the
Storage Stability study.

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec. 6(e).
Your release for shipment of the product constitutes acceptance of
these conditions.

A stamped copy of the master label is enclosed for your
records. Since the collateral label should remain in agreement
with the master label, the Agency will not stamp the collateral
label. Submit one (1) copy of the final printed label prior to the
release of the product for shipment.

If you have any questions concerning this letter, please
contact Tracy Lantz at (703) 308-6415.

Sincerely,

[V

Velma Noble

Product Manager 31

Regulatory Management Branch 1
Antimicrobial Division (7510W)

LIICLIUOSULE CONCURRENCES

SYMBOL

SURNAME

DATE

TSTOWS T . Jantz T 10757987708 7t=2

..........................................................................................................

EPA Form 1320-1A (1/90)

Printed on Recycled Paper

U5 GOVERNMENT PRINTING OFFICE © 1697 516124

OFFICIAL4LE COPY




T-1L80L.

"ON B2y yq3 Iapun passisiHax \
‘aprousad 3y 10} ‘pepusure
S Y aploguapoy pire ‘SpIibiumy |
IPI23sUT fesapag oup 1epup
086 € T 1007 R R B
%m~mn§wq¢mm5 : et : u.n
SINININOD niwm ) o
AildIDDY ~
, mmm_omuhu BIoAY “Jojem
Jo sannuenb ab.e| yuup ‘sjge|ieA. Jou ale asay} Ji ‘1o ‘Uonnjos une|eb ‘sapymb6e ‘W Jo Aiuenb able| e Anglwosd yyueg uosied

$noiosuodun ue o} yinow Aq Buiyihue aAlb Jo Buniwoa eonpul jou og "uonuaye [edlpaw }ob 1o Jojo0p B jIBD 'AIMOTIVMS 4i
‘uoljusye jealpaw 399 ‘Jajem pue deos Jo Auald Uum ysepn NIMS NO Hl

‘uonuaye

[edipaw jo9 "yinow-o}-yinow Ajqesasaid ‘uonelidsal [eioyiue A ‘Buiyiealq jou J| e ysaly 0} WdIA arowsy GITVHNI 41
‘uojjusye |eolpalwl Jo9H ‘seINUIW G| Joj Jajem Jo wealis siuab ‘Apeais e yym ysnyy pue uado spljaka piloH :SIAT NI I

INIWLIVIHL TVOILOVHd 30 INJWILYLS

'[e6 00€ Jo ‘051 ‘5SS ‘L ‘570 1'Z0 pInp 9€ 10 ‘ZZ ‘'0Z ‘9L ‘8 ‘¥ ‘Z :SINILNOD 13N

XX-YO-XXXXX 183 ¥d3 Xx-Xxxx ‘0N 6oy vd3
'ON 107
ONINYVM
N3¥ATIHO 40 HOV3Y 40 1NO 433

1] TR T TN 'SLNIIQIHONI
- aviol
D X e R R P P P P PP PP HWaCU_UO._mC_ STEN
%0°S mrTTInminesissessessssesss s gD 1O YD WINjUOWIWE (A33pPE)IOIAYIBWIP|Adoad (JAlISAXOyBWILI)-¢ :Juaipaibuj aAnIY

(Aluo asn Buunyoejnue 104)
Jjes wnjuowwy Adeuiajent) auodljig v

INV1D310¥d '® LNIOV JILV1ISOISONIIN

| 005 NV PISlysolg

95




T-1L80/ ces oo o

.oz.momﬁm_%ﬁvewﬁms ...u.“
.Oﬁmu..ama a1 0] ‘pepusure eee o TR ]
5® 12y aplonuapoy pue ‘sprabumy
‘opLonDasy] e1apag swt sepup

‘PaleQq 1BYL] ydI Wt
SINTAINOD Wi

@31d300¥ ‘sjonpoud asn-pua ojul ash Buie|nwioy 104

. 'Sasn paaoidde, Japun pajs|| s}onpoid pus sy} ayew 0} pasn suoleNWIo ojul Ajoalip pajelodiodul aq ued | 00S Y
‘Buijage| s yim JuaysisuooUl JauURW B Ul }onpoid SIY} 8sh 0} M| [e1apa- JO UOR|OIA B SI }|
3SN ¥O4 SNOILOINIA

| 00§ NIV JO JU} 0 JuajeAinba Ayjuenb Ul JuBjoRINS DIUOIUE JO UORIPPE B4} A PASIYOE 8q UBD | 00S WYV JO UORBAOE-8(]

i

'Yd3 9y} Jo 8210 leuoibay
1o pJeog Jajepn a1elS JnoA joejuod ‘esuepinb Jo4 “Ajoyine jueld yuswyeal) abemas |eaoj ayy Buikinou Ajlsnolaaid Inoyiim swajsAs

Jamas 0} 1onpoud siyy Bujuieyuos juaniys abieyssip you oq ‘ableyosip o} Joud Bunum ul paynou usaq sey Ajuoyne Bupwiad ayy
pue jiwsad (S3AdN) waysAS uoneuiwlg abieydsi JUeinjjod |[BUOREN B Jo sjuawalinbal ay) Ylim a2UBPIOIIR Ul SSBjUN SJajem Jaylo
JO ‘sueado ‘sauenisa ‘spuod ‘sweads ‘sayel ojul Jonpold siyy Buiuiejuos yuanje abieyaosip Jou oq "ysly 0} 21x0} st apionsad siy L

SQUVZVH TTVLNIWNOMIANI
"asnai a1ojaq Buiyjo|o ysem pue Buiyjolo pajeulweiuod aroway Bulpuey Jaye Jajem pue deos yum Ajybnolioyy
usepn “(pjeiys aoey Jo sa|6606) Jleamalia anndajold seapy “Jodea Buiyjealq pioae pue ‘BuUIUjOjD JO US UM JOBIUOD PIOAY "Buiyiolo
uo Jo saka ul 386 jou og ‘pajeyui o upjs ybnoiyy paqiosqe i |njuieH Anful ahs Auesodws) ing |eiuelsgns sasne)) Buluiepp

STIVININY J1LS3NOA ANV SNVINNH OL SQYVZVH :

SLN3IWILVLS AUVYNOILNVYIOIAd

96




‘s1a)jy pue sbeq Jauea|o wnnaep e
‘Joom pue
[AuiA ‘xapueds ‘uofes ‘auajAdoidAjod ‘sulyajood ‘auajhylekiod ‘Jaisahlod ‘uojAu ‘ssejbiaqy ‘uojod ‘soljhioe 'S9)ej0e Jo gpew,Lisisjoldn.
se 02 ”wm___msﬁi.“.
‘s10/4Q0 1ead puejue) w&_&.m .
‘s19q1) OM} 3U) JO SPUS|q pue ‘Jajsakjod Juadiad Qo) ‘UOHOD JUdISd go 1 JO Spell Buljamo| e
‘sbnumoly| e
‘etoR oK bopioe/joom
pue eioAT/uojAupyjis/joom ‘eiok/uojAusauaihdoidAjodsonkioe ‘e1ok/uaull ‘uojAusuooo ‘uojio/uojAu ‘uojhu 38 pabuliudes syoog e
tedsUlBUMO SoMOUS o
‘sojosul ooyg e
‘S30US |ENSEO pue olajyly
‘sados pue ‘sjies ‘suijned.e) ‘sjus) ‘sbeq pues
!S1B02J9A0 D11BYJUAS puk duojs ‘}|3) ‘saxeys poom ‘sajnuelsb Buyoou ‘sajbuiys se paulyap - sjeusjew Buyooy

‘

imw.. ~ N % Q\l ‘(sa1padoud |epionsad pedwi Jou op asay)) sadim anssi) Pue S3}13]oM0) paudlsiow-ald o

"ON B8y Y43 1epum passisisos ‘sjueld pue sdoso pooj-uou Joj wnipaw Ymolb e se pasn weoj saueylainkjod e
ﬁgm.mmﬂwwon sy uo«..uouco:a ‘suoneoljdde j1oBU0D pooj-uou Ul Bujuoiysno pue Buibeyoed 1oj weo) sueyiainkjod e
.%Gmuwﬂaﬂmmwﬁ SpInbumy 'palanog uaym ‘weo) auajAylakjod pue aueylainhjod
o 1 9 Iopup ‘sdow pue sabuods |euonniiisul pue ‘|euisnpul ‘pjoyasnoy Joj weoj aueylainkljod e
861 &1 hS'M.. 'swalsAS jeo|uty snpide] Joj suojysno weoy aueyjainkjod a|gesodsiq e

: ' ‘joJedde JeamuaInQ e
Mgﬂwﬂwpﬁ ‘191s9Aj0d USAOM-LION o
d31d3aooy ‘siadelp 9|qesodsip USAOM-LION
JBOMIBINO pue JEAMIBpUN S,UBIN ®

‘Bunjon pue sped ssaipepy e

's)jaq Jaylplwny e

‘ouge) asoy all4 e

‘pJeoqionp sse|biagly e

‘loom 10 ‘uokel ‘191sakjod 'uojAu ‘umop |einjeu ‘uonoD SI Jagly 3y} asaym -0je ‘|jaledde ‘sbeq Buidaals ‘Ausisioydn Joy [jiLagl4
‘saledesp pue sjodied

‘(Buiysijod pue aAiseiqe) sped Jajng

'spealdspaq pue ‘sjoue|q ‘sjoays pag

‘leusjew 13}y wnuenby

‘s|eualew/sia)y iy

‘'swajsAs Buljpuey Jie Bunenosioal ‘sajiqowolne ‘sagiAap uoneoulnd Jie ‘s1auonipuod-iie ‘saoeuln) 10} SI8)|l iy

:AiAnoe onesibunyonelsousloeq vedwi o} sajelisqns Jo swall Buimo|jos ay) o Jusjeal} pue ojul uolelodlooul Joj pasn aq ued | 00S NV
"jusbe onejs e se aebje pue (mapjiw pue pjow Buipnjoul) 16un} jsuiebe aAloaya SI | 00S WY Ul Jualpalbul aAloe ayl

‘sjonpoltd juswieal)
fuadeup pue Aaisjoydn ‘sjonpoid Juswieal) jodies ‘saAlppe Aipune| ul asn 1oy siejsoiqosolw Buneinwioy ul asn Joy paaoidde s | 005 WV

. . $3SN A3A0¥NddY

97




ALINIGVLINYHOYE3IN
4O ALNVHYVM JHL ONIANTONI ‘ALNVHYVYM A3MdWI 4O SSTHAXT ¥IHLO ANV SWIVIOSIA >._.«<O—n=®m_n_m aizseld

\N MQN\ "'@sn yons AUE Jo 3sl 8} sawnsse Jakng pue ‘19||as 0} 9|qeaasalo) >_nmcp.o..mm_ uoc.maos_ucoo “ighin

Jo mcmmw@«m m_@ﬁc: Jo ‘suonionJisul unsjing 03 AeJjuod 1onpoud SsIyY) Jo asn a8y} 0} Pualxa Jou saop asodind Jejnolped
e h&&m@&gm INQ 2SN JO SUOCHIPUOI [eLLIOU JBpUN SUOIIOaIIP UM 8oUepiodde Ul umms usym ypajIing siui ui pajels
mmmoesgmgﬁu@% si pue uondussap [esiwayd s)l 03 SWI0JU0D Jonpold auyl 1By} Ssjueliem ou| mm“mo_acnom%"v_m_cwo_m
866 ¢ T 190 IR
NOILVWHOINI ¥3WIVIOSIA ANV ALNVHEVM LNV.LHOdWI
Paleq Ieyen vd3 ut
SINTNNOD Wi

"€600€ 'VIOHOID ‘SSOYIHYON ‘6018 ILINS ‘AY¥VYAITINOSG
._<ZO_.m_.%%m.rz_ SOb¥ LV "ONI 'S3ID0TONHOIL A13IHSOIE ONILINM A8 3INIV.LE0 38 NVO SASW IHL (SASW)
133HS VL1Vd ALIHVS TVIYILVYA FHL LINSNOD 3SVITd 'LONAO0Yd SIHL ONINYIONOD NOILVYINYOANI FHOW dO4

‘'sanuUoYInge |ed0| pue alels Aq parcidde sainpadsold Jayjo

Aq Jo ‘|iypue| Aejiues e Ui Jo asodsip pue ainyound Jo ‘Buiuonipuosal ‘Buljakoal Joj Jayo uayl ‘(jus|eAainbs Jo) esuu a|du] [eie]
"3xows jo Jno Aeys ‘pauing § "Buiuing Aq ‘sanuoyine |Bo0| pue a)eys Aq pamojie Ji ‘Jo ‘uoljelauloul Jo ‘||Iypue] Aejues

e Ul Jo asodsip pue ainjound Jo ‘Buluoiypucdal Jo BulpAoal 1oy Jajjo usy] “(Jusjeainba Jo) asuu aidu| [onseld] jesodsiq Jauiejuo)

‘Roey
[esodsip aysem paacidde ue je 1o 3)is Uo Jo pasodsip ag Aew Jonpoud siy) Jo asn ay) wod) Bunjnsal sa)sepn [esodsiq apiolsad

pIaiysolg woj
Juawdiys Jo a)ep ay) WOl SYIUOW Z| JO 8J] J|oUs wnwiuiw e sey | 00S INY 'Paa} Jo poo} WoJ) Aeme pue UaJpjiyd 0} 3|qissadeu
BaJe 9In29S B Ul (4o2€) Do0 9A0QE PUB (4,98) D.0E MOjaq SJaulejuod paso[d Apybn ‘euibuo u ai0)g :abelolS apionsad

‘lesodsip pue abelos Aq pas) Jo ‘po0j ‘Jajem SjeuUlWEBIU0d Jou o(

vSOdSia ANV 3OVHO0LS

"syonpoud J1ayy Joy sjuawalinbal uoielsiBal buikysies Joy sjqisuodsal ale sioje|nWIod “JOaJay] apew swielo
0} pJebai ul siseq asn-pua ue uo Aouaby uoioajoid |ejuswuoliaug ayy Aq jeaoidde alinbas Aew pasn si jonpoud siy} ysiym Joj suoljealdde ay

SINIWIHINDIY NOILVHLSIOTY Vd3

‘loJedde 9jWIUI S,USLIOAN  ®
: pue A3ISOY S,USWIOAN *
‘saiyadoud apionisad yedw Jou op syjojo Buidim ayy !-oja ‘sdo} Jajunod ‘saysip ‘saouejjdde
‘SI00}) ‘smopuim ‘sjjem ‘sied ‘ainjwny Buiysem Jo Bunsnp se yons sasodind ajdijnw Joj pash aq ued ey} syjofo Buidim ajgesodsig e
. umoom' 10BJUO0D pooj-uou Joj Jaded|lem-taded |[AuIA o

98




COLLATERAL LABELING

BioShield Technologies, Inc. 4405 International Boulevard, Suite B109

Norcross, GA 30093

Information About
Microbiostatic Agents

AM 500 | — FOR MANUFACTURING USE ONLY

U.S. Environmental Protection

Agency Registration NUMDET ... et
B Y = Silicone quaternary ammonium salt
PhySiCal FOIM ...t Low-viscosity liquid
Special Properti€s. ... Surface bondability
Primary USeS ......cccvveviiiiieeieee e As an active ingredient for formulating

microbiocides for use in laundry additives,
carpet treatment products, upholstery and
drapery treatment products to give a
bacteriostatic, fungistatic, mildewstatic activity

TYPICAL PROPERTIES

These values are not intended for use in preparing specifications'

CHs;
l
Structure. ... ..o [(CH30)3Si(CH2)3N-—C18H37]+C|-
|
CHs
Concentration................ooiiiii 5.0%
AppearancCe.............coeveiiiii e Colorless liquid
Solubility. ... Miscible in all proportions with
water, ethanol, and methanol
Thermal Stability °C (°F)..........cociiiiiiiiiiiens Stable to 30°C (86°F)
" Specification Writers: Please contact BioShield for information regarding specifications : L0,




DESCRIPTION

AM 500 | is BioShield's designation for 3-(trimethoxysilyl) propyloctadecyldimethyl ammonium chloride
containing 5 percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form
durable bonded coatings to a number of materials (see “References” section).

AM 500 | offers users the following features:

Good durability—BIOSHIELD AM 500 | imparts biostatic activity to the surface of a wide variety of
substrates.

Increased efficiency—through proper application, durable bacteriostatic, fungistatic and algistatic
surfaces can be attained with a minimum amount of AM 500 |.

BENEFITS

The following benefits are derived when a formulation containing the active ingredient is applied to a
surface:

Provides freshness and combats deterioration caused by bacteria, fungi, and algae.
Inhibits growth of bacteria and mildew on the treated article.

Proiongs the life of a article by inhibiting the growth of bacteria and mildew.

Resists development of bacterial and fungal odors.

Retains freshness by resisting the growth of odor-causing bacteria and mildew (fungus).
Provides a chemicai treatment that enables fabrics to resist odors.

Provides a unique chemical treatment that resists mildew and bacteria growth and imparts odor
resistance.

Product performance with little degradation up to 375°F.

Materials treated with formulations containing the microbiostatic agent AM 500 | are preserved by the
bacteriostatic, fungistatic and algistatic action imparted by the active ingredient. AM 500 I inhibits the
growth of microorganisms that are responsible for causing odor, discoloration and deterioration. It also
provides residual inhibition of microorganisms to aid in the control of these deleterious effects. AM 500 1
forms a coating on a wide variety of substrates and microbiostatic action is exhibited on contact.




APPROVED USES

AM 500 [ is approved for use in formulating microbiostats for use in laundry additives, carpet treatment
products, upholstery and drapery treatment products.

The active ingredient in AM 500 | is effective against fungi (including mold and mildew) and aigae as a
static agent.

AM 500 | can be used for incorporation into and treatment of the following items or substrates to impart
bacteriostatic/fungistatic activity.

e o o o o
.

Air filters for furnaces, air-conditioners, air purification devices, automobiles, recirculating air
handling systems;

Air filters/materials;

Aquarium filter material,

Bed sheets, blankets, and bedspreads;

Buffer pads (abrasive and polishing);

Carpets and draperies;

Fiberfill for upholstery, sleeping bags, apparel, etc., where the fiber is cotton, natural down, nylon,
polyester, rayon, or wool;

Fiberglass ductboard;

Fire hose fabric;

Humidifier belts;

Mattress pads and ticking;

Men’s underwear and outerwear,

Non-woven disposable diapers;

Non-woven polyester;

Outerwear apparel;

Disposable polyurethane foam cushions for Lapidus Airfloat Systems;

Polyurethane foam for household, industrial, and institutional sponges and mops;
Polyurethane and polyethylene foam, when covered;

Polyurethane foam for packaging and cushioning in non-food contact applications;
Polyurethane foam used as a growth medium for non-food crops and plants;

Pre-moistened towelettes and tissue wipes (these do not impart pesticidal properties);
Roofing materials - defined as shingles, roofing granules, wood shakes, felt, stone and synthetic
overcoats;

Sand bags, tents, tarpaulins, sails, and ropes;

Athletic and casual shoes;

Shoe insoles;

Shower curtains;

Socks comprised of nylon, nylon/orlon, cotton/nylon, linen/L.ycra, acrylic/polypropylene/nylon/Lycra,
wool/silk/nylon/Lycra and wool/acrylic/nylon/Lycra;

Throw rugs;

Toweling made of 100 percent cotton, 100 percent polyester, and blends of the two fibers;

Toilet tank and seat covers; L
Umbrellas; sees
Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyewene polyoleﬂns
polypropylene, rayon, spandex, vinyl, and wool; ete ‘e
Vacuum cleaner bags and filters; el L
Vinyl paper-wallpaper for non-food contact surfaces; .:. L.

Disposable wiping cloths that can be used for multiple purposes such as dusting 9; washing furnuure
cars, walls, windows, floors, appliances, dishes, counter tops, etc.; the wiping cloths do not mapast.

pesticide properties; eees’ -
Women's hosiery; and AN
Women's intimate apparel. oo o
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DIRECTIONS FOR USE

AM 500 | can be incorporated directly into formulations used to make the end products listed in this
bulletin.

PRECAUTIONARY STATEMENTS

Warning. Causes substantial but temporary eye injury. Harmful if absorbed through skin or inhaled. Do
not get in eyes or on clothing. Avoid contact with skin or clothing, and avoid breathing vapor. Wear
protective eyewear (goggles or face shield). Wash thoroughly with soap and water after handling.
Remove contaminated clothing and wash clothing before reuse.

ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish. Do not discharge effluent containing this product into lakes, streams,
ponds, estuaries, oceans, or other waters unless in accordance with the requirements of a National
Poliutant Discharge Elimination System (NPDES) parmit and the permitting authority has been notified in
writing prior to discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewage treatment plant authority. For guidance, contact your State Water
Board or Regional Office of the EPA.

Inactivation of solutions containing AM 500 | may be accomplished by one of the following methods:

¢ addition of an anionic surfactant or detergent in quantity equivalent to that of AM 500 | in solution; or
e addition of Triton X-100 nonionic detergent at a final concentration of 10,000 ppm (1.0 percent
volume/volume) or greater to bath solutions up to 1.0 percent volume/volume of AM 500 I.

Every effort should be made to contain accidental spills of AM 500 | to the immediate area. This may be
accomplished by the use of sandbags to confine the spill to facilitate cleanup and disposal.
Contaminated sand may then be disposed of by burial in an approved fandfill. Many spills may be
cleaned up with rags by wiping and/or mopping and allowing the liquid to absorb into the fabric. The rags
may then be disposed of by incineration.

Floor drains in areas of material use should be protected with sandbags to contain accidental spilis.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store in original, unopened containers below 3°C (86°F) and above 0°C (32°F). AM
500 I has a minimum shelf life of 12 months from the date of shipment from BioShield.

Pesticide Disposal: Wastes resulting from the use of this product may be disposed of on site or at ane

approved waste disposal facility. esee
* L[] : .0 ¢
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Container Disposal: [Plastic] Triple rinse (or equivalent). Then offer for recycling or reconditioning, or
puncture and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local authorities,
by burning. If burned, stay out of smoke. {Mefal] Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures approved by state
and local authorities.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

BioShield Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulietin when used in accordance with directions under
normal conditions of use; but this warranty of fitness for a particular purpose does not extend to the use
of this product contrary to bulletin instructions, or under abnormal conditions, or under conditions not
reasonably foreseeable to seller, and buyer assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED WARRANTY,
INCLUDING THE WARRANTY OF MERCHANTABILITY.
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Form Approved OMB No. 2070-0060

United States Environmental Protection Agency

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and compieting the necessary forms.

Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to; Director,
OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant’'s Name, Address, and Tetephone Number EPA Registration Number/File Symbo!
BioShield Technologies, Inc.
4405 International Boulevard, Suite B109 70871-E
Norcross, GA 30093
(770) 925-3432
Active Ingredient(s) and/or representative test compound(s) Date
3-(trimethoxysilyl) propyldimethyloctadecyl ammonium chloride ? /&9’ / 173
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
MUP: indoor non-food; indoor residential BioShield AM 500 I

Note: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to

ﬁbmit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

l:l | am using responding to a Data-Call-In-Notice, and have included with this form a list of companies sent offer of compensation (the Data Matrix form
should be used for this purpose).

SECTION [: METHOD OF DATA SUPPORT (Check one method only)

I:] | am using the cite-all method of support, and have included with @ | am using the selective method of support (or cite-all option under the
form a list of companies sent offers of compensation (the Data selective method), and have included with this form a completed list of
Matrix form should be used for this purpose). data requirements (the Data Matrix form must be used).

SECTION II: GENERAL OFFER TO PAY

{Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

I:] | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION ili: CERTIFICATION

| certify that this application for registration, this form for reregistration, of this Data-Call-In response is supported by all data submitted or cited in the application for
Jistration, the form for reregistration, or the Data-Call- In response. In addition if the cite-all option under the selective method is indicated in Section |, this application
supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or substantially similar product, or one or more of the
ingredients in this product; and (2) is a type of data that would be required to be submitted under the data requirements in effect on the date of approval of this application
if the application sought the initial registration of a product of identical or similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained the
written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either; (a) | am the original data submitter; (b) |
have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for compensation have expired for the
study; (d) the study is in the public literature; or (e} | have notified in writing the company that submitted the study and have offered (I} to pay compensation to the extent
_required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (iij to commence negotiations to determine the amount and tefms of compensation, if any, to be paid for
the use of the study.

L o0

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their deﬂveﬁw’n ccordance with
sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to prod.ucg guch evidencg to the Agency
upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in con&)?mi:y ith FIFR.A: .

[ L]

* ® [ ]
| certify that the statements | have made on this form and all attachments to it are true, accurate and completes bgdmgwledgethapany knowingly

false or misleading statement may be punishable by fine or imprisonment or both under applicable law. oo oe o
20008 : * (X ] °
Signature Date Typed or Printed Name and Title: R . .
‘ Kimberly Lowe sese -

Authorized Representative of BioShield Technolegics Inc.,

Regulatory Specialist e o ®
O%u}(/ 1/J / /QJ Jellinek, Schwartz & Connolly. Inc. oo
(

EPA Form 8570-34 (9-97) Electronic and Paper Versions available. Submit only Paper version. oo o
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The toxicity profile for this product 1s as follows:

Acute Oral Toxicity Iv
Acute Dermal Toxicity I
Acute Inhalation Toxicity  III

Primary Eye Irritation I
Primary Skin Irritation I1
Dermal Sensitization Non-Sensitizer

Thus, the overall toxicity is Category II (based on eye irritation). The revised labeling
includes language based on this toxicity information for the “Statement of Practical
Treatment” and “Precautionary Statements” sections.

The storage stability and corrosion characteristics studies (EPA Guideline Nos. 63-17
and 63-20) are ongoing at Springborn Laboratories, Inc. (Wareham, MA); BioShield expects
. to submit a study report later this year.

The terms “antibacterial” and “antimicrobial” have been replaced with “microbiostat”
or “microbiostatic” on the proposed label.

As requested in your September 4, 1998, letter, the specific changes made to the
proposed BioShield AM 500 I labeling are as follows:

1. On page three of the main labeling, the statement “The active ingredient in AM 500 I is
effective against fungi (including mold and mildew), algae, and yeasts.” has been changed
to read as follows: “The active ingredient in AM 500 I is effective against fungi (including
mold and mildew) and algae as a static agent.”

' 2. On page three of the main labeling, the statement “AM 500 I can be used for
incorporation into and treatment of the following items or substrates to impart durable
antimicrobial protection:” has been changed to read as follows: “AM 500 I can be used
for incorporation into and treatment of the following items or substrates to impart
bacteriostatic/fungistatic activity:”

3. On page one of the collateral labeling, the statement “Primary Uses....As an active
ingredient for fomulating microbiocides for use in laundry additives, carpet treatment
products, upholstery and drapery treatment products, and building and cleaning trcatment
products to give a surface-durable antimicrobial treatment” has been changed to redd’ds
follows: “Primary Uses....As an active ingredient for formulating micrébiecsdes for use in
laundry additives, carpet treatment products, upholstery and drapery trea:ment profivcis to

give a bacterlostanc fungistatic, mildewstatic activity." oo .o, e,

Jellinek, Schwartz & Connolly, Inc. JSC
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4. On page two of the collateral labeling, the statement “Good durability-BIOSHIELD AM
500 I Antimicrobial Agent imparts durable biostatic activity to the surface of a wide
variety of substrates; it is leach-resistant and nonmigrating and is not consumed by
microorganisms.” Has been changed to read as follows: “Good durability-BIOSHIELD
AM 500 I imparts biostatic activity to the surface of a wide variety of substrates.”

5. On page two of the collateral labeling, the statement “Provides hygienic freshness and
combats deterioration caused by bacteria, fungi, algae, and yeasts.” has been changed to
read as follows: “Provides freshness and combats deterioration caused by bacteria, fungi,
and algae.”

6. On page three of the collateral labeling, the statement “The active ingredient in AM 500 1
is effective against fungi (including mold and mildew), algae, and yeasts.” has been
changed to read as follows: “The active ingredient in AM 500 I is effective against fungi
(including mold and mildew) and algae as a static agent.”

7. On page three of the collateral labeling, the statement “AM 500 I can be used for
incorporation into and treatment of the following items or substrates to impart durable
antimicrobial protection:” has been changed to read as follows: “AM 500 I can be used
for incorporation into and treatment of the following items or substrates to impart
bacteriostatic/fungistatic activity:”

As also requested in your September 4, 1998, letter, the additional changes made to the
proposed BioShield AM 500 I labeling are as follows:

A. In the “Directions for Use” section of the main labeling and collateral labeling, the entire
statement beginning with “AM 500 I can also be diluted by adding 0.2 to 2 fluid
ounces...” and ending with “...to give a final treatment of 0.1 to 1.0 percent by weight
active ingredient.” has been deleted. Also, the paragraph beginning with “After applying
the antimicrobial agent...” and ending with “...should be determined for each application
before use.” has been deleted.

B. On the main labeling, the statement “AM 500 I is approved for use in formulating
microbiocides for use in laundry additives, carpet treatment products, upholstery and
drapery treatment products, and building cleaning and treatment products.” has been
revised to read as follows: “AM 500 I is approved for use in formulating microbiostats for
use in laundry additives, carpet treatment products, upholstery and drapery treatment
products.” This change has been made to the top of page three of the collateral labelirig as
well.

C. The container sizes we propose are as follows: 2, 4, 8, 16, 20, 22, and 36 ounce |
containers and 0.5, 1, 5, 55, 150, and 300 gallon containers. These sizgg are listed on, tite
revised draft labeling as well as on the revised Application for Pesticide fbyat 8570-1,

Jellinek, Schwartz & Connolly, Inc.
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D. The “Environmental Hazards” section of the main labeling and collateral labeling has
been revised as follows: the sentence “Do not apply directly to water, or to areas where

surface water is present or to intertidal areas below the mean high water mark.” has been
replaced with “This pesticide is toxic to fish.”

E. The “Storage and Disposal” section of the main labeling and collateral labeling has been

revised. As per PR Notice 83-3, we propose the following “Pesticide Disposal™ language:
“Pesticide Disposal: Wastes resulting from the use of this product may be disposed of on
site or at an approved waste disposal facility.” The “Container Disposal” section has been
revised as follows: “Plastic Containers: Triple rinse (or equivalent). Then offer for
recycling or reconditioning, or puncture and dispose of in a sanitary landfill, or
incineration, or, if allowed by state and local authorities, by burning. If burned, stay out of
smoke. Metal Containers: Triple rinse (or equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a sanitary landfill, or by other procedures
approved by state and local authorities.”

If you have any questions, please contact me at (703) 312-8539. Thank you.

Sincerely,

M.

Kimberly Lowe

Regulatory Specialist

Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

Enclosures

c: Joachim Berkner, BioShield

Jellinek, Schwartz & Connolly, Inc.
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Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

EPA

United States

Environmental Protection Agency
Washington, DC 20460

[ ] Registration
[[] Amendment

]Z[ Other

OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number
70871-E

2. EPA Product Manager
Velma Noble

3. Proposed Classification

4. Company/Product (Name)
BioShield AM 500 I

PM#
31

&None D Restricted

5. Name and Address of Applicant (Include ZIP Code)
BioShield Technologies, Inc.

4405 International Boulevard, Suite B109
Norcross, GA 30093

L___| Check if this is a new address

to:
EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3 (c) (3)
(b) (i), my product is similar or identical in composition and labeling

Product Name

Section - |l

D Amendment - Explain below.

& Resubmission in response to Agency letter dated

Notification - Explain below.

September 4, 1998

l:l Final printed labels in response to

D “Me Too" Application.

D Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section Il)

Submission of information and revised labels in response to EPA letter dated September 4, 1998.

Section - lll

1. Material This Product Will Be Packaged In:

Unit Packaging
Child-Resistant Packaging

Water Soluble Packaging

2.

Type of Container
X Metal
X Piastic
D Glass

* Certification must

Yes Yes
Yes*
& No & No
No T "Yes" No. per T "Yes’ No. Per
Unit Packaging wat. Container Unit Package wat. Container

D Paper

be submitted

] other (specify)

3. Location of Net Contents Information

M Label D Container

|
4. Size(s) Retail Container
2,4,8,16,20,22,0r36fl. 0z.;
05,1, 5, 55, 150, or 300 gal.

S

S. Location of Labe! Directions
On Label

D On Labeling accompanying product

6. Manner in Which Label is Affixed to Product

D Lithograph
& Paper glued

(1 other

El Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)

Name
Kimberly Lowe

Title Regulatory Specialist

Jellinek, Schwartz & Connolly, Inc.
Authorized Representative of BioShield
Technologies, Inc.

Telephone No. (Include Area Code)
(703) 312-8538 ,°°,

Certification T e 6, Pate Application
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. .qeees *Received
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or *ee’ .(StﬂmPEd)
both under applicable law. I
2. Signature/ 3. Title TTe e
Regulatory Specialist sooee *
Jellinek, Schwartz & Connolly, Inc. PPN
/ Authorized Representative of BioShield Technologies, Inc. eoee
4. Typed Name Jd 5. Date RIS
Kimberly Lowe May-6r-i668 q/a?l /qp oo o

EPA Form 8750-1 (Rev. 8-34) Previous editions are obsolete

White - EPA File Copy (original)

Yeliow - Applicant Copy
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NOTE TO THE JACKET

70871-R
and
70871-E

9/21/98

Bioshield called about a week ago to say that 411578-03 (Acute
Inhalation) had already been reviewed by the Agency and accepted. So I got
the RED file from Julie and found two references which stated that it was
accepted. We still wondered why it had been accepted when Wallace noticed
what seemed to be critical deficiencies in this study. Julie gave me a
Guideline Status Report from CRMS which also said the study had been
accepted. After speaking with Wallace he suggested that I go over to CM2
(8th floor, HED, Caswell Room) and look up document 007667 which should
be the review.

This review of MRID 411578-03 was done by Henry Spencer who
noted the same deficiencies as Wallace but he felt that the study could be
acceptable and a TOX category assigned once the purity of the test
compound was provided. The RED states that this information was provided
via FAX to be 72.1% and the study was upgraded to core minimum, which
makes it an acceptable study.

I then went back to Wallace for a determination about whether they
could bridge form this study. He wrote me the note that follows and gave it a
category III for acute inhalation.

Dennis ang&sctlec'ded that Bioshield should cite 41157803,
93218014 ( the summary MRID) and 93218038 ( the reformat MRID) on
their data matrix.

Tracy Lantz
Team 31
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é @ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
<
%, & WASHINGTON, D.C. 20460 '
&,4‘ moﬁ.c} . ' O O 7 () {
A fED Document¥
JAN - 5 1990 00Fee?
OFFICE. OF
PESTICIDES AND TOXIC SUBS1
MEMORANDUM

SUBJECT: Review of 3 Studiec Submitted: (a) Eye, (b) Skin
Irritation and (c) Inhalation on Dow Corning X-9-5700 to
Fulfill Reregistration Requirements
ID# 34292-1

' , Tox Chem. No.: 892B
Project No.: 9-2248
Record No.: 253085
L Jim Wilson, P.M. #31

Registration Branch
Review Reregistration Division (li7508C)
FROM: Henry Spencer, Ph.D. (347@7
Review Section II
‘Toxicology Branch I - Insecticide, Rodenticide Support
Health Effects Division (H7509C)

~~
‘ad

THRU: Marion Copley, D.V. M., Section Head AﬁZ&Aﬂ\ ‘”7"’/"«717’4/y
. Review Section II
Toxicology Branch I - Insect1c1de, Rodenticide Support
Health Effects Division (H7509C)

Conclusions:

1. The data submitted for eye and dermal irritation evaluations
are- a conglomerate of old summary data and are incomplete
(MRID# 411578-01, MRID# 411578-02) and therefore are useless.
These are data gaps.

2.  Only a more recent study (acute inhalation toxicity - MRID#

411578-03) by Dow Corning was rev1ewed and classified as core
supplementary. ~
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/00

Skin and Eye Irritation Studies (MRID# 411578-01 and 411578-02)

1.

Individual data are missing, and importantly the skimpy
information is incorrectly referred to as "Q9-5700 in MRID#
4115788-99. In either case these two pieces of '"data" will
not be reviewed as studies in their present condition: i.e.,
no inclusion of the number of animals used, and individual
data and scores and source, age, etc. for the findings. These
several toxicity areas remain data gaps.

Review of Acute Inhalation study with Dow Corning 5772

Compound in rats indicates that Dow Corning 5772 compound is
of rather low inhalation toxicity.fsremainsqdata gap ¢»d heeds
to be upgraded.
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V//éimary Review By: Henry Spencer%pk{ %/.

Section II, Toxicology Branch I/HED

: . . 2 /.
Secondary Review by: Marion Copley, DVM, Section Head%ﬁ?f %)
Section II, Toxicology Branch I/HED

t
)

DATA EVALUATION REPORT

Study Type: Acute Inhalation Toxicity
Tox Chem. No.  892B
MRID No.: 411578-03
Project No.: 9-2248
Test Material: Dow Corning 5772
’ Lots 2,3,4 from New Ventures TS&D purlty not
stated
: : Mixed 20% by weight in distilled water
‘ pH adjusted to 55 with glacial acetic acid
Study No.: 1312 |
Sponsor: Dow Corning Corpcration
Testing Facility: Dow Corning Corp., Department of Toxicology,
Midland, MI 48640
Title of Report: An Acute Aerosol Inhalation Toxicity Study with
Dow Corning 5772 Compound in Rats :
Author: ' C. B. Kolesar, W. H. Siddique and E. Stanton
.gaort Issued: February 15, 1985
Conclusions:

In a 4 hr. exposura to 0.35 and 0.45 mg/L of Dow Corning 5772
test material as an aerosol toxicity noted was minimal and the LCS50
was greater than 0.45 mg/L (HDT). Tox. Cat. II.

Core: Supplementary - requested rational for such low
test doses used. Purity of test compound not
provided. The study may be upgraded.

Methods

Male and female rats of the Sprague- -Dawley strain weighing
175-200 gm. were purchased from Charles River and acclimated for
7 days prior to experimentation.

Animals were offered Purina Rodent chow and water libiturn

excepting at exposure. 119




7 Lfemperature 1n observation rooms was 22+2 C and relative
,Amidity was kept at 30-50%.

y* The animals were exposed in 450 liter chambers under dynamic
conditions with 9-17 air changes per hour.

Spraying Systems Inc., Chicago, IL provided the aerosoling
equipment. ‘ ‘ |

Mass concentrations of the aerosol in the chamber was sampled
each 30 minutes.

Particle size and ranges were determlned using a cascade
impactor. -

Two control groups were used int he study. One control group
of 5 per/sex was matched and studied concurrently with the 0.35
mg/L test group and the second was used concurrently the €following
day with the 0.45 mg/L test group.

‘ After the 4 hr exposure, the animals were held for 14 days
with observations only on the week days.

‘Bod ere determined prior to exposure and on days 1,2,4,7 and
14 post exposure.

Lungs were weighted when test animals were sacrificed. A
signed QA statement was present.

Result

Relative humidity was elevated in the Test Dose II group over

controls. Controls were in approximately 50% RH and the test group

‘I (0.45 mg/L) was in an (TWA) average of 75% RH for the 4 hr.
eriod.

Particle Size:

The particle size (geometric mean particle size (Micrometer)
was 1.3+0.1 for the 0.35 mg/L test group and 2.3+0.1 for the 0.45

mg/L group.
Toxicity:

There were no deaths. Body weights were reduced 51gn1f1cantly
in males on days 1 and 2 post exposure in the Test 1 group and in
both males and females at 1, 2 and 4 post exposure days in Test 2
animals.

Lung Weights:

Absolute and relative lung weights were increased (though not
significantly) in the test group males and females.
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Females in group 2 test animals produced slight (not
statistically significant) decreases in absclate and relative lung
weights. Lung weights in males were not consistent.

. Conclusion:

The Jdose of 0.35 mg/L produced minimal toxicity as reductlon
in net gain for a short post exposure period.

Toxicity was more evident (weight loss) at 0.45 mg/L exposure.
No deaths occurred at either dose throughout the exposure and
observation period.

The LC;, is greater than 0.45 mg/L following a 4 hour exposure.

The study does not allow for a toxicity of less than Tox.

Cat.II.

Purity of the D.C. 5772 compound must be provided.
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From the RED
ble for case #3148 ¥ 3\4%
S
PHASE FOUR REVIEW

(NOTE: This only contains additions and changes from the phase 2
response.)

Pesticide: 3-(Trimethoxysilyl) - propyldimethyl-octadecyl
ammonium chloride :

Transmitted to HED on: 12/03/92 Chemical#/Case#: 107401/819411

Tox. Chem f: 892B Sponsor: DOW CORNING

CORP. 107401
Subnission No.: S430115

CRM: Bruce Sidwell Phone #: 308-8078
Branch: Toxicology Branch I Reviewer: John C. Redden ot

Completed:02/23/93 concurrence: _ //,
%25/% 7
Division Director's Concurrence: 04, Derra-Cus 220 /as
Are there any changes from the reviews in phase 27? X
NO YES

(see below)

Summary:

Tier 1 Data Gaps:

The following missing studies or data are needed to complete this
package:

1) Guideline 83-3 Teratogenicity (1st species: rat or rabbit) An
upgradable study with Dow Corning 5700 Hydrolysate exists (missing
purity) .

Note: we are currently not requiring Tier 2 and 3 studies.
However, they may be triggered depending on Tier 1 results, and the
Agency reserves the right to require the below listed studies.

Tier 2 Studies (not Data Gaps but may be reguired):

1) Guideline 82-1 90-day feeding/rodent

2) Guideline 83-3 Teratogenicity (2nd species)

3) Guideline 85-2 Dermal Penetration; upgradable study
. present

Tier 3 Studies (not Data Gaps but may be required):,

1) Guideline 83-1 Chronic feeding (2 species); only if
it is determined that the margin of safety is less than
1000 based on the subchronic data, and exposure cannot be
reduced.
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2) Guideline 83-2 oncogenicity (2 species); required if
the Agency determines from the mutagenicity test battery
that the AI may pose an oncogenic risk, or based on
dermal exposure times the Q* of unity the calculated risk
is unacceptable.

3) Guideline 83-4 Metabolism; only if the metabolism of
the chemical is necessary to clarify unusual effects
observed in chronic or reproduction studies to clarify
issues concerning structure activity relationships.

Response, by Guideline

Guideline #: 81-1 Acute oral/rat
1. MRID #:93218011, 93218010 (Dup of =11 40385201 study
#:AD-0003 )

Discussion/Recommendation:

Summary of MRID 40385201 submitted to the Agency, the study was
previously reviewed, and core graded Minimum (HED Document#006796,
002486) . The following deviations were noted: 1) individual
observations done on day 1, 7 and 14; and 2) dgross necropsy not
done. However, due to the high LDy, (12.27 g/kg) it is not
necessary to repeat the study and it remains core graded Minimum.
Requirement satisfied.

2. MRID #:93218049, 42456511 S8Study #:
Discussion/Recommendation:
DOW CORNING 5772; this study is tentatively accepted for review.

Guideline #: 81-2 Acute dermal/rabbit

1. MRID #:93218024, 42456512, 41339402

Study #:

Discussion/Recommendation:
New submission; the Registrant submitted a 14-day range finding
dermal study in rats for Guideline 81-2. The following deviations
from 81-2 exist: 1) 2 animals/sex/group (5 animals/sex/group); 2)
animals dosed for five consecutive days a week for fourteen days
(Dosing, single dermal); and 3) material left in contact for a
period of 6 hours/day, 5 days per week. The highest dose group

tested was 1,000 mg/kg/day. The material was suspended in
propylene glycol. Quoting the study: "No overt signs of toxicology
or mortality were seen in any of the groups. No significant

differences in mean body weights or food consumption were observed
between treated and control animals. Also, no treatment-related
effects were noted at gross necropsy." ’

2. MRID #:

study #:
Discussion/Recommendation:
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

SEP 0 2 1998

BioShield Technologies, Inc.
4405 International Boulevard, Suite B109
Norcross, GA 30093

ATTENTION: Kimberly Lowe
Agent for BioShield

SUBJECT: BioShield AM 500 1

EPA File Symbol 70871-E

Your Application for Registration Dated: May 5, 1998

The application referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to register 70871-E is
unacceptable.

The submitted primary eye irritation study (MRID# 44553501) has been reviewed and is
acceptable to support this registration.

Your product has not fulfilled the requirement for an Acute Inhalation study as per
Guideline 81-3. We will not accept a waiver for this requirement, particularly in light of your
directions for use which state that this product may be applied by spraying or fogging. Your
correspondence stated that there was existing data in the form of MRID# 41157803. Refer to
our correspondence on 70871-G, 70871-U, and 70871-L of 1/13/98 (see enclosure). Based on a
cursory review of this study (MRID# 41157803), the number and spacing of the dose
concentrations were not appropriate for the calculation of an LC50, there was not a third
concentration, and there was no mortality, therefore this study is unacceptable. This requirement
must be addressed by submitting a study or by citation of data. In either case submit a revised
Certification with Respect to Citation of Data form along with a complete Data Matrix which
includes all of the data you have cited for this product. Submit the new forms as per PR Notice
98-5.

Your product has not fulfilled the requirement for a Dermal Sensitization Study as per

-6, Referto csponduneescEaoted above. We will not waive the

Gui

SYMBOL

SURNAME

ooooooooooooooooo

agasmgrenssnannven hessnanan

15109
4

-----------------

------------------

-----------------

-----------------

DATE . q'!q\‘-g

EPA Form 1320-1A (1/90)

Printed on Recycled Paper

OFFICIRB FILE COPY

¥r U.S. GOVERNMENT PRINTING OFFICE 18985 - 618-457
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8,
.;“;“’*o. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
é’ % » WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND

JAN l 3 I% TOXIC SUBSTANCES

MEMORANDUM
Subject: BST Protectant Concentrate C1l5
i \ EPA File Symbol 70871-G
¢ Data Package D239768

BST Protectant 50
EPA File Symbol 70871-U
Data Package D2397¢€5

BST Protectant 75
EPA File Symhol 70871-L

Data Package 02397¢0 ﬂ%%?/
From: Wallace Powell, Biologist z%%éZ%A%/%ﬂ

Risk GLssessment and Scienc® Suppert Branch
Antimicrobials Division (7510W)

R

Thru: Laura E. Morris, Team Leader %@;;t.n(‘;. (644
. Risk Assessment and Science Support Branch
Antimicrobials Division (7510W)

| y
Norman Cook, Chief Cndl d'/l!./s_

Risk Assessment and Scienceé Support Brench
Antimicrobials Division (7510W)

To: Velma Noble, Product Manager, Team 31
Zenobia Jcnes, Team Reviewer, Team 31
Registration Branch I
Antimicrobials Division

BACKGROUND

The applicant, BioShield Technologies, Inc. (as represented by
Jellinek, Schwartz & Connolly, Inc.), has applied for
) registration of BST Protectant Concentrate Cl5, BST Protectant
™ 50, and BST Protectant 75, three manufacturing-use products
proposed for incorporation into anti-microbial products that are

RecycledRecyclable « Printod with Vegetable Oil Based Inks on 100% Recycled Paper (40% Postconsumer) 132
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used in cleaning products, textile and building treatment
products, and a variety of manufactured items. The applicant has
submitted a request for waivers of all product acute toxicity
testing, and has cited several studies to show that existing data
are sufficient to support registration.

DISCUSSION

According to a December 4, 1997 EPA memorandum from Timothy
McMahon to Velma Noble, the following data is available for the
active ingredient contained in these products. The memorandum
notes that these tests were conducted on a 50% formulation.

Study Type 'MRID No. Tox. Category
Acute Oral Toxicity 403852-01 IV
Acute Dermal Toxicity 403852-01 : III
Primary Eye Irritation 403852-01 | I
Primary Dermal Irritation 403852-01 III

The subject products are water dilutions of a product resembling
the product for which the studies cited in this memorandum were
submitted. The dilution factors are rather large.

In support'of registration of the subject products, the applicant
has cited the above MRID 403852-01 and several additional studies

'also: 424565-11 (acute oral toxicity), .432199-01 (acute dermal

toxicity), 411578-03 (acute inhalation toxicity), 932180-47 and
424565-13 (primary dermal irritation), and 421974-01 (dermal
sensitization). Of these, according to our records, the acute

"oral toxicity study, MRID 424565-11, has been reviewed previously

with a Toxicity Category IV result (LD, = 12.27 g/kg), which is
ih agreement with the result in the list above. Because this is
the Category of lowest toxicity, Category IV can be assigned to
the subject products.

The acute dermal toxicity study with MRID No. 432199-01 is also
not being reviewed for this memorandum. The study listed above
with MRID No. 403852-01 was assigned Category III for acute
dermal toxicity, and this Category can be assigned to the subject
products for labeling purposes.

Based on a cursory review of the acute inhalation study, MRID No.
411578-03, the number and spacing of the dose concentrations were
not appropriate for the calculation of an LC;,. Two dose
concentrations were used (both within the Toxicity Category 1I1I

Page 2 of 4
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Acute Effect ' Category

Acute Oral Toxicity v

Acute Dermal Toxicity III (assigned)
Acute Inhalation Toxicity Study is required -
Primary Eye Irritation Study is required
Primary Dermal Irritation _ Study is required
Dermal Sensitization Non-sensitizer (tentative)

The precautionary labeling requirements for the subject product

will be determined once the acute toxicity data requirements have
been fulfilled.

Page 4 of 4
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Container Disposal: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local authorities, by
burning. If burned, stay out of smoke.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

BioShield Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under
normal conditions of use; but this warranty of fitness for a particular purpose does not extend to the use
of this product contrary to bulletin instructions, or under abnormal conditions, or under conditions not
reasonably foreseeable to seller, and buyer assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED WARRANTY,
INCLUDING THE WARRANTY OF MERCHANTABILITY.

REFERENCES

1. Hough, J.S. and Lyons, T.P. “Coupling of Enzymes Onto Microorganisms™ Nature. London, 1972,

' 235: 389.
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15. Hales, M.G. and White, W.C. “Antimicrobial Treatments, Part {ll. Methods for Determining Their
Effectiveness.” Cleaning and Restoration”, 1986. May, 18-20.
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Norcross, GA 30093
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2) Dermal Sensitization
In his review of 8/31/98 Ian denied their waiver and recommended that a
dermal sensitization study be submitted.

The applicant stated as “existing data” a skin sensitization study on Dow
Corning 5700 (MRID 42197401).

This study (MRID 42197401) was reviewed by Wallace on 1/13/98 for
70871-G and he felt that it indicated no sensitization for the concentrated
material and thus was acceptable on a tentative basic. Since Dow Corning
5700 is 42% A.l. plus methanol (which would supposedly make it more
irritating) and the proposed product is only 5% A.l. we, Dennis Velma and I,
are willing to let the applicant cite this study to satisfy the requirement for
dermal sensitization.

A copy of Wallace’s review of 1/13/98 was included in the correspondence to
the applicant.

3) Efficacy Claims

I conferred with both Walter and Srivinas in terms of the efficacy claims on
these labels. See my notes on the label marked “my copy.” Also included is
the memo sent out by Walter explaining the use of the terms “antimicrobial”
and “antibacterial” on non public health products.

Sruey Jon=

Tracy Lantz
Team 31
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‘ LABELING:

Date: 08/31/98 LABEL REVIEW SYSTEM Page: 1

ID #: 070871-00002 BIOSHIELD AM 500 I

SIGNAL WORD: WARNING

PRECAUTIONARY STATEMENTS:
Causes substantial but temporary eye injury. Harmful if absorbed through skin or inhaled.
Do not get in eyes or on clothing. Avoid contact with skin. Avoid breathing spray mist.
Wear goggles or face shield. Wash hands before eating, drinking, chewing gum, using
tobacco or using the toilet. Remove contaminated clothing and wash clothing before reuse.

STATEMENT OF PRACTICAL TREATMENT (SOPT):
IF SWALLOWED: Call a physician or Poison Control Center. Do not induce vomiting.
Drink promptly a large quantity of milk, egg whites, gelatin solution, or if these are not

available, drink large quantities of water. Avoid alcohol.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention. For Category III,
add "if symptoms persist."

IF INHALED: Remove victim to fresh air. If not breathing, give artificial respiration,
preferably mouth-to-mouth. Get medical attention.

IF IN EYES: Hold eyelids open and flush with steady, gentle stream of water for 15 minutes.
Get medical attention.

Probable mucosal damage may contraindicate the use of gastric lavage.
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BACKGROUND: Bioshield Technologies has submitted a primary eye irritation study to support
“Bioshield AM 500" and “Bioshield AM 500 I.” The study was conducted by Stillmeadow, Inc.
The MRID number is 445535-01.

RECOMMENDATIONS: ESSB findings are:

The primary eye irritation study is acceptable to support both registration numbers 70871-R and
70871-E.

The acute toxicity profile for reg. nos. 70871-E and 70871-R are currently:

acute oral toxicity v acceptable

acute dermal toxicity I acceptable .
acute inhalation toxicity 2

primary eye irritation I acceptable

primary skin irritation I acceptable

dermal sensitization 2

Notes:

1. The results of the studies other than the primary eye irritation study were derived from a .
previous AD/RSSB review.

2. ESSB was unable to find any reviews of acute inhalation toxicity or dermal sensitization
studies submitted for these products. — See Wallace Powell’s reviea of 9/ QTq +

LABELING:

No precautionary labeling can be recommended until the fulfillment of the requirement for the
acute inhalation toxicity and dermal sensitization studies.
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‘ DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (§81-4, 870.2400) ‘

Product Manager: 31 Reviewer: lan Blackwell
MRID No.: 445535-01 Study Completion Date: 4/28/98
Report No.: 4263-98
Testing Laboratory: Stillmeadow, Inc.
Author(s): Janice O. Kuhn, PhD

Quality Assurance (40 CFR §160.12): Included

Test Material: AMS500; “yellow gel”
Dosage: 0.1 mL
Species: New Zealand White albino rabbits
Sex: 3 males + 3 females
Weight: males = 2.475-2.900; females = 2.775-3.000 Age: young adult
' Source: Ray Nichols Rabbitry

Summary:
1. Toxicity Category: II

2. Classification: acceptable

Procedure (Deviations From §81-4): none

Results:

(number "'positive''/number tested)

. Observations L}Eﬂr_l—————n—L————

ays

» Lol lalalsfwlal
Corneal Opacity 2/6 1/6 1/6 1/6 1/6 0/6 0/6 ---
Iritis 2/6 0/6 | 0/6 | 0/6 | 0/6 | 0/6 | 0/6 | —

Conjunctivae

Redness 6/6 6/6 | 5/6 | 3/6 | 3/6 1/6 0/6 | —
Chemosis 0/6 3/6 | 2/6 | 2/6 | 2/6 | 0/6 06 | —
Discharge 6/6 2/6 | 2/6 | 2/6 | 2/6 | 0/6 | 0/6 ---

Stippling was observed in 4/6 animals at one hour.
Iritial constriction was observed in 2/6 animals through day 4.

Ocular blanching was observed in 2/6 animals through day 4 and 1/6 through day 7.
--- = no observations at this point
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Bioshield Technologies, Inc.
4405 International, Suite B109
Norcross, GA 30093 200 13150

Subject: BST Protectant Concentrate C15
EPA File Symbol No. 70871-G
Your Submission Dated September 12, 1997

Attn: Blane Dahl
Registration Manager

The application for registration of the subject product is not acceptable. Required
materials as specified below must be submitted before processing of the application can be
completed.

Product Chemistry

The Confidential Statement of Formula (CSF) dated September 12, 1997 is in compliance
with PR Notice 91-2, it agrees with the label and is acceptable. The product chemistry data in
MRID Nos. 443760-01, 443760-02 and 443760-03 provides data for Guideline Reference Series
61, 62 and 63. This data is in compliance with 4 CFR part 158.155-158.190 and it satifies
product chemistry data for this product except for Guideline Reference No. 63-17 Storage and
Stability. Please submit one year Storage and Stability data to support claim “Disinfects up to
one year”. ‘ :

The claim “Contains no phenols, tin, heavy metals, lead, mecury or formaldehyde” is not

acceptable and must be deleted. All other claims will be re-evaluated when additions| data is
forwarded to the Agency.

Efficacy

Data submitted is insuffient. Agency need appropriate data to support the label claims.
Please send in sufficient material to be re-evaluated.

Toxicity Review

Please refer to the Attachment entitled “Memorandum” for comments.
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‘ " Because of the importance of your application, we would like to have your reply within
) seventy-five (75) days. If you need additional time to reply or if you have any questions
b concerning the comments in this letter, you may contact Zenobia Jones at (703) 308-6198.

Sincerely,

A

elma Noble
Product Manager 31
Regulatory Management Branch 1
Antimicrobial Division (7510W)
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/ eE0 8,
S n"@“. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
% WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND

JAN 13 1998 TONG SUBSTANGES

MEMORANDUM

Subject: BST Protectant Concentrate C15
EPA File Symbol 70871-G
Data Package D239768

BST Protectant 50
EPA File Symbol 70871-U
Data Package D2397€5

BST Protectant 75
EPA ¥ile Symkol 70871-1L

} Date Package 02397¢0 ﬂ%%7/
From: Wallace Powell, Biologist pézléyfﬁ

Risk Assessment and Sc1enc Suppert Branch
Antimicrobials Division (7510W)

Thru: Laura E. Morris, Team Leader %_mh &, 7)(6"»&_.’,«
Risk Assessment and Science Support Branch
Antimicrobials Division (7510W)

y
Norman Cook, Chief jt-zw& 0’/‘5/5
Scienc

Risk Assessment and Support Breach
Antimicrobials Division (7510W)

To: Velma Noble, Product Manager, Team 31
Zenobia Jcnes, Team Reviewer, Team 31
Registration Branch I
Antimicrobials Division

BACKGROUND

The applicant, BioShield Technologies, Inc. (as represented by
Jellinek, Schwartz & Connolly, Inc.), has applied for
registration of BST Protectant Concentrate Cl1l5, BST Protectant
50, and BST Protectant 75, three manufacturing-use products
proposed for incorporation into anti-microbial products that are

RecycledRecyclable « Printed with Vegetable Oil Based Inks on 100% Recycled Paper (40% Postconsumer) 1 68
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Acute Effect

Acute Oral Toxicity
Acute Dermal Toxicity
Acute Inhalation Toxicity
Primary Eye Irritation
Primary Dermal Irritation

Dermal Sensitization

Non-sensitizer

Category

IV
IIT (assigned)
Study is required
Study is required
Study is required

(tentative)

The precautionary labeling requirements for the subject product

will be determined once the acute toxicity data requirements have
been fulfilled. :

Page 4 of 4
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY / (\/\
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&

“a“,xowmlv‘,7
W agenc!

OFFICE OF
PREVENTION, PESTICIDES AND

DEC - 4 1597 TOXIC SUBSTANCES

MEMORANDUM

SUBJECT: 3-(Trimethoxysilyl) propyl dimethyl octadecyl ammonium
chloride: review of a data waiver request

EPA Identification Numbers:

P.C. Code: 107401
DP Barcode: D239858
Submissions: S$531642
MRID: N/A

TO: Velma Noble / Julie Fairfax
PM Team # 31
Regulatory Management Branch I
Antimicrobials Division (7510W)

FROM: Timothy F. McMahon, Ph.D. &= - f4—<on__— ”}7—‘7) 19
Senior Toxicologist, RASSB .
Antimicrobials Division (7510W)

THRU: Winston Dang, Ph.D. |
Acting Leader, Team One ;41//
RASSB/AD (7510W)

and ' ,
'}/
Norm Cook
Chief, RASSB
Antimicrobials Division (7510W)
Registrant: BioShield Technologies, Inc.
Action Requested: Review of available acute toxicity data for 3-

(trimethoxysilyl) propyl dimethyl octadecyl ammonium chloride in
support of data waiver requests for BST Mold and Mildew Remover
and All Purpose Cleaner 25.

]

: Intemet Address (URL) » http://www.epa.gov
‘- Recycled/Recyclable « Printed with Vegetable Oil Based Inks on Recycled Paper (Minimum 20% Postconsumer) 1 72







BST Mold and Mildew Remover waiver request 3

Reccomendations:

.The Risk Assessment and Science Support Branch (RASSB),
Antimicrobials Division (AD), has examined the request from the
registrant for waiver of acute toxicity testing of BST Mold and
Mildew Remover based on data available for the same active
ingredient at a higher concentration.

RASSB concludes that:

1) Of the studies cited by the registrant, several appear to have
not been reviewed by the Agency. Specifically, MRID No's 42456511,
43219901, 42456513, and 42197401. If the registrant has knowledge
that these studies were rev1ewed these data should be prov1ded to
‘theAntimicrobials--Division: i = serm e o - R RN P

2) The registrant has employed the signal word "Caution" on the
proposed label for BST Mold and Mildew Remover, but there are no
product specific data to suport this claim. It is understood that
the product represents a significant dilution of the active
ingredient,- but for many quaternary amonium compounds, Category I
labeling statements have been applied even at low concentrations.
The .registrant should accept Category I labeling for the product
or generate product specific acute toxicity data for primary eye
irritation and primary -dermal.jirritation, as these were the
studies,upon which the Category I labellng statements . would be
based : . .

3) It lS noted that for a non food use of thlS actlve 1ngred1ent
the follow1ng data gaps appear to exist and are required, based
on a review of .the available data for 3-(Trimethoxysilyl)propyl
dimethyl octadecyl ammonium chloride: an acceptable dermal
sensitization test; an acceptable subchronic toxicity-test;.an ;
acceptable developmental tox1c1ty test; acceptable mutagen1c1ty
tests (the only acceptable mutagenicity test on file os listed as.
MRID # 41296803 mouse micronucleus assay) If the reglstrant has
information to-support data requirements in these areas, these
data should be submitted to Antimicrobials Division. The
registrant should also be aware of the proposed Subpart W, Part
158, Ant1m1crob1al Data Requ1rements, in which immunotoxicity
test1ng and neurotox1c1ty testing requirements exist for non-food
uses .of. antlmlcroblal pest1c1des :
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BioShield Technologies, Inc.

c/o Jellinek, Schwartz & Connolly, Inc.
1525 Wilson Boulevard, Suite 600
Arlington, VA 22209

Attn: Blane Dahl
Agent for Bioshield

Subject: Application for Registration
BST Mold and Mildew Remover & All Purpose Cleaner 25
EPA File Symbol 70871-RR
Your Submission Dated September 19, 1997

The application referred to above has been determined pursuant to 40 CFR 152.104 (53 FR
15980, May 4, 1988) not to be sufficiently complete to process; therefore, the application is
considered deficient. Labeling/other information specified below must be submitted before
processing of the application can be completed.

1. The request for waiver of acute toxicity testing of this product, based on data available
for the same active ingredient at a higher concentration, has been examined with the following -
conclusions: ‘

Of the studies cited by the registrant several appear to have not been reviewed by the
Agency. Specifically, MRID No’s 42456511, 43219901, 42456513, and 42197401. If you have
knowledge that these studies have been reviewed, please provide the reviews to the
Antimicrobials Division.

2. You have used the signal word “Caution” on the proposed label for this product, but
there are no product specific data to support this claim. It is understood that this product
represents a significant dilution of the active ingredient, but for many quaternary ammonium
compounds, Category I labeling statements have been applied even at low concentrations. You
should accept Category I labeling for the product or generate product specific acute toxicity data
for primary eye irritation and primary dermal irritation, as these were the studies upon which the
Category I labeling statements would be based.

3. Itis noted that for a non-food use of this active ingredient, the following data gaps
appear to exist and are required: an acceptable dermal sensitization test, an acceptable subchronic
toxicity test, an acceptable developmental toxicity test, and acceptable mutagenicity tests. If you
have information to support these data requirements, please submit this to the Antimicrobials
Division. Also note that in the proposed Subpart W, Part 158, Antimicrobial Data Requlrements
7510W:J.Fairfax:1/7/98:70871-RR
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Please note that the revised, draft labeling submitted in this package supersedes the
labeling submitted in the package dated April 9, 1998. Also, we have removed all claims on
the enclosed draft labels that require the submission of additional efficacy data. BioShield
intends to submit efficacy data in the future to support certain antimicrobial claims.

Specific changes made to the proposed BioShield AM 500 and AM 500 I labeling are
as follows:

Main Label

o the phrase “Total Ingredients” was added beneath the ingredients statement;

o the signal word was changed from “Danger” to “Warning” and the precautionary
language was changed per the current Label Review Manual to reflect the results
of the primary eye irritation study (toxicity category II),

e the complete use directions were added to the Directions for Use section (AM 500
I only, AM 500 label already had complete Directions for Use);

o under Directions for Use, the phrase “Note: This product should not be used or
compounded with any bleach or oxidizing agents. Do not use in conjunction with
anionic surfactants” was deleted,

o under Directions for Use, the phrase “For formulating into end-use products listed
in the attached Information About Antimicrobial Agents pamphlet” was shortened
to “For formulating into end-use products™;

e under Approved Uses, the words “disinfectants” and “sanitizers” and the use “air
treatment products” were removed from the first paragraph (AM 500 I only),

e the first paragraph under Approved Uses was revised to read “AM 500 1s a
microbiocide for use in laundry additives, carpet treatment products, upholstery and
drapery treatment products, and building cleaning and treatment products” (AM
500 only);

o the phrase “incorporation into and” was removed from the third paragraph under
Approved Uses (AM 500 only);

e under Approved Uses, the entire paragraph beginning “Target Pests:...” was
deleted;

o the phrase “The active ingredient in AM 500 [I] 1s effective against fungi
(including mold and mildew), algae, and yeasts” was added to the Approved Uses
section;

o the following specific uses were deleted: building materials, concrete and
materials used to make concrete, all fiber uses, and pool and spa filters; and

e the header “EPA Registration Requirements™ and the paragraph “The applications
for which this product is used may require approval by the Environmental “.." -
Protection Agency on an end-use basis...” was added (AM 500 I only).

......

.....

<<<<<

‘
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Jellinek, Schwartz & Cour}c?l!i,dnc. _ISC
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3
Collateral Labeling
' . . e as in the main label, the signal word was changed from “Danger” to “Warning”
and the precautionary language was changed per the current Label Review Manual

to reflect the results of the primary eye irritation study (toxicity category II);

7 ¢«

e under the header “Primary Uses” the words “disinfectants,” “sanitizers,” and the
phrase “..effective and active against a wide variety of bacteria, fungi, algae, and
yeasts” were deleted,

¢ the word “broad—spéctrum” was removed from the first bulleted statement under
the Description section;

e the second bullet under the Description section, “Broad-spectrum
activity—effective against gram positive and gram negative bacteria, fungi, algae
and yeasts; antimicrobial action is exhibited on contact,” was deleted,

¢ under the heading “Benefits” on page two of the collateral labeling, the bullets
“Provides a durable, residual, antimicrobial treatment that is not destroyed by
’ repeated cleaning” and “Contains no phenols, tin, heavy metals, lead, mercury, or
formaldehyde” were removed,

e the words “disinfectants” and “sanitizers,” and the use “air treatment products”
were removed from the first paragraph under Approved Uses (AM 500 I only),

o the first paragraph under Approved Uses was revised to read “AM 500 is a
microbiocide for use in laundry additives, carpet treatment products, upholstery and
drapery treatment products, and building cleaning and treatment products” (AM

500 only);
o the phrase “incorporation into and” was removed from the third paragraph under
Approved Uses (AM 500 only);

e the second paragraph under Approved Uses beginning “Target Pests:...” was
deleted;

¢ the phrase “The active ingredient in AM 500 [1] is effective against fungi
(including mold and mildew), algae, and yeasts” was added to the Approved Uses

‘ section;

o the following uses were deleted from the list of Approved Uses: building
materials, concrete and materials used to make concrete, all fiber uses, and pool
and spa filters;

o the header “EPA Registration Requirements” and the paragraph following it were
removed (AM 500 I only, this paragraph is not applicable to AM 500);

e under the Environmental Hazards section, the paragraph beginning “AM 500 [I],
by standard biological oxygen demand (BOD) and total oxygen demand (TOD)
determination, does not appear...” was removed; and

e minor formatting changes were made to the References section. R

PR Y

. Jellinek, Schwariz & Conﬁc")ll)z, dnc. !\:a
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We understand from our conversations with Dennis Edwards in March that the
Primary Eye Irritation study for these products will be reviewed by the Science Branch as
soon as possible. This submission of revised product labels and the primary eye irritation

study will complete the requirements to process the applications for registration of BioShield
AM 500 and BioShield AM 500 1.

If you have any questions, please contact me at (703) 312-8539.

Sincerely,

Kimberly Lowe
Regulatory Assistant
Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

Enclosures

c: Joachim Berkner

,,,,,,

......

‘‘‘‘‘‘

Jellinek. Schwartz & Com’léll)‘.’..lnc. JSC
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BioShield Technologies, Inc.

c/o Jellinek, Schwartz & Connolly, Inc.
1525 Wilson Boulevard, Suite 600
Arlington, VA 22209

OFFICE OF

FEB 05 1998

Attn: Blane Dahl
Agent for Bioshield

Subject: Application for Registration

BioShield AM 500
EPA File Symb
Your Submission Dated October 15, 1997

The application referred to above has been determined pursuant to 40 CFR 152.104 (53 FR
15980, May 4, 1988) not to be sufficiently complete to process; therefore, the application is
considered deficient. Labeling/other information specified below must be submitted before
processing of the application can be completed.

1. The Agency has reviewed your response to our requirement that you submit a primary
eye irritation study (Guideline No. 81-4). You have proposed that EPA grant a conditional

registration on the basis that you conduct and submit a primary eye irritation study to the Agency

by June 30, 1998. Furthermore, you state that the potential overstatement of risk posed by a
Category I rating for eye irritation “...will not increase any hazards to human health, but rather
ensures that the proposed product is used with caution...”.

The Agency does not agree with this approach to precautionary labeling since these

statements provide the pesticide user with necessary information regarding the potential toxicity,

irritation and sensitization hazard associated with the use of this product. Specifically, the
primary eye irritation study measures the severity of irritation or corrosivity caused by the
product. We do not want to mislead the user with “overlabeling”. Therefore, the Agency will
continue to require the submission of a primary eye irritation study prior to registration of this
product.

2. The following comments apply to the proposed label for BioShield AM 500 L.

under the “Inert Ingredients:” statement. "t . 5

Intemet Address (URL) » hitp://www.epa.gov
Recycled/Recyclable « Printed with Vegetable Oil Based Inks on Recycled Paper (Minimum 20% Postconsumer)
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b: The proposed use for “air treatment products” is not on the product label for EPA

' ReglsUatlon No. 34292-6 (Dow Corning 5772 MUP), the product considered substantially

‘similar to BioShield AM 500 I. You must remove this use from the “Approved Uses” section of

' the label on page two.

. In the section for “Target Pests”, you must remove the references to the specific

_ s‘peoies that-have been tested. This must also be removed on the Collateral Labeling.

d. On page three, under the “Approved Uses” section of the label you must remove the

. lfollowmg iterns: building materials; concrete and materials used to make concrete; fibers, such as
. polypropylene fibers, and fabrics made from those fibers; fibers, such as polypropylene fibers,
- - and fabrics made from those fibers used for incorporation into concrete; and pool and spa filters.

These uses are not on the Dow Corning 5772 MUP product label for EPA Registration No.:
34292-6, or on the DowCorning 5772 end use product You must also remove these items from

- page three of your Collateral labeling. -

e. 'On' your Collateral Labeling, under the Benefits section, remove the following -

_statements: “Provides a durable, residual, antimicrobial treatment that is not destroyed by

repeated cleaning.” and “Contains no phenols, tin, heavy metals, lead, mercury, or
formaldehyde.” : :

f Also on page three of the Collateral Labelrng, under Approved Uses, remove the
reference to ‘air treatment products” in the ﬁrst paragraph.

g The “EPA Registration Requirements” referred to on page four of the Collateral
Labeling must be moved to the product label.

If you have any questions concerning this letter please contact Julie Fairfax at

~ (703) 308-9086.

Sincerely yours,

J. ok

elma Noble .
Product Manager (31) *eet o
Regulatory Management Branch I . secece
Antimicrobials Division (7510W) ' : *
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

United States D Registration OPP Identifier Number
EP A Environmental Protection Agency [[] Amendment
Washington, DC 20460 \VZ
g ] Other
Application for Pesticide - Section |
ompany/Product Number 2. EPA Product Manager 3. Proposed Classification
70871-E Velma Noble
4. Company/Product (Name) PM# - None Restricted
BioShield AM 500 | 31 & l:]
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3 (¢) (3)
BioShield Technologies, Inc. (b) (i), my product is similar or identical in composition and labeling
4405 International Boulevard, Suite B109 to:
Norcross, GA 30093 EPA Reg. No.
Product Name
DCheck if this is a new address

Section - I

D Amendment - Explain below. I:I Final printed labels in response to

& Resubmission in response to Agency letter dated _February 5, 1998 D “Me Too” Application.

lj Notification - Explain below. D Other - Explain below.

Explanation: Use additional Page(s) if necessary. (For section | and Section 1)

Submission of primary eye irritation data and a revised label in response to EPA letter dated February 5, 1998

Section -l

1. Material This Product Will Be Packaged In:
Unit Packaging Water Soluble Packaging 2. Type of Container

.d-ReEsilstint Packaging D Ves E] Ves %Metal

es* i

- . ml He
No f"Yes'

No. per If “Yes" No. Per D Paper
. . Unit Packaging wgt. Container Unit Package wgt. Container
* Certification must ging we g9ews [ other (Specify)
be submitted [ |
3. Location of Net Contents Information 4. Size(s) Retait Container 5. Location of Label Directions

|—_—] On Label
t] Label ’:] Container

D On Labeling accompanying product

6. Manner in Which Label is Affixed to Product D Lithograph

’:] Paper glued ’:] Other
[:l Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)

Name Title Regulatory Assistant Telephone No. (Include Area Code)
Kimberly Lowe Jellinek, Schwartz & Connolly, Inc. (703) 312-8539

Authorized Representative of BioShield
Technologies, Inc.

Certification S.Jat;_lxiplication
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. Re‘!:swéd YY)
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped. *

both under applicable law.

2. Signat . 3. Title ":“:
d Regulatory Assistant oee o i
( % ivem “‘( e: m Jellinek, Schwartz & Connolly, Inc. oo sesee,
Authorized Representative of BioShield Technologies, Inc. ° essoce
ped Name 5. Date . oo
berly Lowe May §, 1998 *evee’
orm 8750-1 (Rev. 8-84) Previous editions are obsolete White - EPA File Copy (original) .%WJ'%- Appticant Copy
ee o
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Please read instructions on reverse before completing form.

Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

EPA

United States

Environmental Protection Agency
Washington, DC 20460

[ 1 Registration
[[] Amendment

]Z[ Other

OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number
70871- E

2. EPA Product Manager

Velma Noble

3. Proposed Classification

4. Company/Product (Name)

BioShield AM 500 |

PM#
31

&None D Restricted

5. Name and Address of Applicant (Include ZIP Code)

BioShield Technologies, Inc.

4405 International Boulevard, Suite B109

Norcross, GA 30093

D Check if this is a new address

to:
EPA Reg. No._

6. Expedited Review. In accordance with FIFRA Section 3 (c) (3)
(b) (i), my product is similar or identical in composition and labeling

Product Name

Section - ||

D Amendment - Explain below.

& Resubmission in response to Agency ietter dated

Notification - Explain below.

February 5, 1998

D Final printed labels in response to

D Other - Explain below.

l:‘ “Me Too” Application.

»

planation: Use additional Page(s) if necessary. (For section | and Section Il)

Submission of revised product label in response to EPA letter dated February 5, 1998

Section - il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging

Yes*

l:‘ No No

Yes

Unit Packaging

Water Soluble Packaging

2. Type of Container

If “Yes”

* Certification must
be submitted

Unit Packaging wat.

Yes Metal
D o [ Prastic
D Glass
No. per If “Yes” No. Per D
Container Unit Package wat. Container Paper

D Other (Specify),

3. Location of Net Contents Information

D Container

Label

4, Size(s) Retail Container

5. Location of Label Directions
On Label

[:I On Labeling accompanying product

6. Manner in Which Labetl is Affixed to Product

D Lithograph

D Paper glued

D Other

[] stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)

Name
Kimberly Lowe

Title Regulatory Assistant
Jellinek, Schwartz & Connolly, Inc.
Authorized Representative of BioShield

Technologies, Inc.

Telephone No. (Include Area Code)
(703) 312-8539

Certification 6. Date #\pplication
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. sRaceived
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or « (Stampedp ¢ ¢ <
both under applicable law. . .. ® N
2. Signatund . 3. Title eoctt evgees
Regulatory Assistant - . oo
Jellinek, Schwartz & Connolly, Inc. ®.elet cosee
- Authorized Representative of BioShield Technologies, Inc. . e cee
4. Typed Name hd 5. Date v ee
Kimberly Lowe 17/ q/q; *.0.."
71

EPA Form 8750-1 (Rev. 8-94) Previous editions are obsolete

White - EPA File Copy (original)

Jellow - Applicant Copy
o o ©
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Jellinek, Schwartz & Connolly, Inc.

1525 Wilson Boulevard, Suite 600

Arlington, VA 22209
. (703) 527-1670 - Fax: (703) 527-5477
Hand Delivered

Consultants in Environmental Science, Policy & Management

April 9, 1998
Spoke Lok Kimbed; Lougs.™”

on 7!3’2lq€ She Said 'hlﬂ('s.":.
+his Submission is Sufersﬁ:l.é’d .

Ms. Velma Noble (Acting PM 31) , Teeted
Regulatory Management Branch I +he one received 5’7)‘?3 .
Antimicrobials Division (7510W) . F elosed out +his Selte
Office of Pesticide Programs . th a 37 ve o
U.S. Environmental Protection Agency Supmission ! T et

401 M Street, S.W. (Also see highlighted
Washington, DC 20460 pertion o FAX whick
follous.) . ‘
Re:  Submission of Labels in Response to EPA Letters Dated February 5,4998
AM 500 (EPA File Symbol 70871-R)
AM 500 I (EPA File Symbol 70871-E)

Dear Ms. Noble:

On behalf of BioShield Technologies, Inc. (BioShield; 4405 International Boulevard,
Suite B109, Norcross, Georgia, 30093), we are submitting revised labels in support of the
pending registrations of BioShield AM 500 and AM 500 I (EPA File Symbols 70871-R and -
E, respectively). These labels were revised as requested in two EPA letters dated February 5,
1998, one for each of these products. For both of the proposed products, enclosed please find
the following materials:

e an 8570-1 form;

o copies of two EPA letters dated February 5, 1998, regarding the registrations of
AM 500 and AM 5001,

e one copy of proposed product labels submitted with the October 15, 1997,
submission;

e one copy of revised, proposed product labels with revisions highlighted; and
e five copies of revised, proposed product labels.

Please note that we have removed all claims on the enclosed draft labels that require
the submission of additional efficacy data. BioShield intends to submit efficacy data in the
future to support certain antimicrobial claims.

MEMBERS OF THE JSC GROUP OF COMPANIES:
Jellinek, Schwartz & Connolly, Inc. « Arlington, VA 22209 USA « (703) 527-1670 « Fax (703) 527-5477
JSC International Lid. » Harrogate, North Yorkshire HG1 5QY o UK o (1423) 520245 « Fax (1423) 520297
Sielken, Inc. o Bryan, TX 77802 USA » (409) 846-5175 « Fax (409) 846-2671
JSC/Spensley o Denver, CO 80202 USA » (303) 623-3100 « Fax (303) 623-3130 195
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Specific changes made to the proposed AM 500 and AM 500 I labeling are as follows:
Main Label

e the phrase “Total Ingredients” was added beneath the ingredients statement;

e the complete use directions were added to the Directions for Use section of the
main product label (AM 500 I only, AM 500 label already had complete Digeetions
for Use); coee

e under Directions for Use, the phrase “Note: This product should not be used or
compounded with any bleach or oxidizing agents. Do not use in conjunction with

anionic surfactants” was deleted; o oo

¢ under Directions for Use, the phrase “For formulating into end-use productsdisted
in the attached Information About Antimicrobial Agents pamphlet” was shqrteped
to “For formulating into end-use products”; e

e under Approved Uses, the words “disinfectants” and “sanitizers” and the use ¥air
treatment products” were removed from the first paragraph (AM 500 I only);

o the first paragraph under Approved was revised to read “AM 500 is a microbiocide
for use in laundry additives, carpet treatment products, upholstery and drapery
treatment products, and building cleaning and treatment products” (AM 500 only);

e the phrase “incorporation into and” was removed from the third paragraph under
Approved Uses (AM 500 only);

e under Approved Uses, the entire paragraph beginning “Target Pests:...” was
deleted,

o the following specific uses were deleted: building materials, concrete and
materials used to make concrete, all fiber uses, and pool and spa filters; and

e the header “EPA Registration Requirements” and the paragraph “The applications
for which this product ts used may require approval by the Environmental
Protection Agency on an end-use basis...” was added (AM 500 I only).

Collateral Labeling

2 ¢

e under the header “Primary Uses” the words “disinfectants,” “sanitizers,” and the
phrase “..effective and active against a wide variety of bacteria, fungi, algae, and
yeasts” were deleted,

e the word “broad-spectrum” was removed from the first bulleted statement under
the Description section;

e the second bullet under the Description section, “Broad-spectrum

activity—effective against gram positive and gram negative bacteria, fungi, algae
and yeasts; antimicrobial action is exhibited on contact,” was deleted;

¢ under the heading “Benefits” on page two of the collateral labeling, the bullets
“Provides a durable, residual, antimicrobial treatment that is not destroyed by
repeated cleaning” and “Contains no phenols, tin, heavy metals, lead, mercury, or
formaldehyde” were removed;

Jellinek, Schwartz & Connolly, Inc.
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¢ the words “disinfectants” and “sanitizers,” and the use “air treatment products”
were removed from the first paragraph under Approved Uses (AM 500 I only),

o the first paragraph under Approved Uses was revised to read “AM 500 is a
microbiocide for use in laundry additives, carpet treatment products, upholstery and
drapery treatment products, and building cleaning and treatment products” (AM

500 only);

e the phrase “incorporation into and” was removed from the third paragraph under
Approved Uses (AM 500 only); sece

e the second paragraph under Approved Uses beginning “Target Pests:...” was, revess
deleted; o« . HE

¢ the following uses were deleted from the list of Approved Uses: building* R
materials, concrete and materials used to make concrete, all fiber uses, and pogk ...
and spa filters; . ssces’

* the header “EPA Registration Requirements” and the paragraph followingsitsWore
removed (AM 500 I only, this paragraph is not applicable to AM 500), and.. .,

¢ under the Environmental Hazards section, the paragraph beginning “AM 500 ['I],
by standard biological oxygen demand (BOD) and total oxygen demand (TOD)
determination, does not appear...” was removed.

As requested in your February 5, 1998, letters, BioShield is in the process of
conducting a primary eye irritation study on AM 500 and AM 500 I. As soon as this study is
complete, we will submit it to EPA for review. We understand from our recent conversations
with Julie Fairfax that submission of the enclosed revised product labels and this primary eye
irritation study will complete the requirements to process the applications for AM 500 and
AM 500 I and that there are no other outstanding issues in the way of regulatory approval.

If you have any questions, please contact me at (703) 312-8539.

Hure

Kimberly Lowe

Regulatory Assistant

Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologtes, Inc.

Sincerely,

Enclosures

¢; Joachim Berkner

Jellinek, Schwartz & Connolly, Inc.
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Jellinek, Schwartz & Connolly, Inc.
1525 Wilson Boulevard. Suite 600

Arlingron, VA 22209 ‘ I
(703) 527-1650 » Fax; (703) 527-5477

AN MCOMPANY

Hand Delivered

May 5, 1998

Ms. Velma Noble (Acting PM 31)
Regulatory Management Branch I
Antimicrobials Division (7510W)
Office of Pesticide Programs

. U.S. Environmental Protection Agency
401 M Street, S W.

Washington, DC 20460

Re:  Submission of Labels and a Primary Eye Irritation Study
in Response to EPA Letters Dated February 5, 1998
BioShield AM 500 and AM 500 I (EPA File Symbols 70871-R and -E)

Dear Ms, Noble:

On behalf of BioShield Technologies, Inc. (BioShield; 4405 International Boulevard,
Suite B109, Norcross, Georgia, 30093), we are submitting revised labels and a primary eye
uritation study (EPA Guideline Number 81-4) in support of the pending registrations of
BioShield AM 500 and AM 500 I (EPA File Symbols 70871-R and -E, respectively). This
submission is in response to two EPA letters dated February S, 1998, one for each of these
products, For both of the proposed products, enclosed are the following materials:

e an 8570-1 form;

e copies of two EPA letters dated February 5, 1998, regarding the registrations of
BioShield AM S00 and AM SQ0 I;

e one copy of proposed product labels submitted on October 15, 1997;
* one copy of revised, proposed product labels with revisions highlighted;
e five copies of revised, proposed product labels; and

o three copies of a study titled Primary Eye Irritation Study in Rabbits (EPA
Guideline No. 81-4),

MEMBERS OF THE JSC GROUP OF COMPANIES
JSC International Lad. = Narrogite, Nosth Yorkshire HG 5QY = UK = (1423) 520245 - Fax (1423) 520297
Siclken. [ne « Beyan, TX 77H02 USA * (409) B46-5175 » (ax (409) B46-2671
ISC/Spensely » Denver, CO BO202 USA < (303) 623-3100 * Fax (303) 623-3130
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Collateral Labeling

e as in the main label, the signal word was changed from “Danger” to “Warning”
and the precautionary language was changed per the current Label Review Manual
to reflect the results of the primary eye irritation study (toxicity category II);

= under the header “Primary Uses” the words “disinfectants,” “sanitizers,” and the
phrase “..effective and active against a wide variety of bacteria, fung), algae, and
yeasts” were deleted;

e the word “broad-spectrum” was removed from the first bulleted statement under
the Description section;

» the second bullet under the Description section, “Broad-spectrum
activity—efTective against gram positive and gram negative bacteria, fungi, algae
and yeasts; antimicrobial action is exhibited on contact,” was deleted; '

¢ under the heading “Benefits” on page two of the collateral labeling, the bullets
“Provides a durable, residual, antimicrobial treatment that is not destroyed by
repeated cleaning” and “Contains no phenols, tin, heavy metals, lead, mercury, or
formaldehyde” were removed;

¢ the words “disinfectants” and “sanitizers,” and the use “air treatment products”
were removed from the first paragraph under Approved Uses (AM 500 I only),

o the first paragraph under Approved Uses was revised to read “AM 500 is a
microbiocide for use in Jaundry additives, carpet treatment products, upholstery and
drapery treatment products and building cleamng and treatment products” (AM
500 only);

» the phrase “incorporation into and” was removed from the third paragraph under
Approved Uses (AM 500 only);

» the second paragraph under Approved Uses beginning “Target Pests:...” was
deleted,

» the phrase “The active ingredient in AM 500 [1] is effective against fungt
(including mold and mildew), algae, and yeasts” was added to the Approved Uses
section;

» the following uses were deleted from the list of Approved Uses: building
materials, concrete and materials used to make concrete, all fiber uses, and pool
and spa filters;

e the header “EPA Registration Requirements’; and the paragraph following it were
removed (AM 500 I only, this paragraph is not applicable to AM 500);

» under the Environmental Hazards section, the paragraph beginning “AM 500 1],
by standard biological oxygen demand (BOD) and total oxygen demand (TOD)
determination, does not appear...” was removed; and

» minor formatting changes were made to the References section.

Jellinek, Schwartz & Connolly, Inc. JSC
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We understand from our conversations with Dennis Edwards in March that the
Primary Eye Irritation study for these products will be reviewed by the Science Branch as
soon as possible. This submission of revised product labels and the primary eye irvitation

study will complete the requirements to process the applications for registration of BioShield
AM 500 and BioShield AM 500 L.

If you have any questions, please contact me at (703) 312-8539.

Sincerely,
M W(/
Kimberly Lowe
Regulatory Assistant
Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

"Enclosures

¢: Joachim Berkner

Jellinek, Schwartz & Connolly, Inc. JSC
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COLLATERAL LABELING

BioShield Technologies, Inc. 4405 International Boulevard, Suite B109

Norcross, GA 30093

Information About
Antimicrobial Agents

AM 500 | — FOR MANUFACTURING USE ONLY

U.S. Environmental Protection

Agency Registration NUMDET ...
TP e Silicone quaternary ammonium salt
Physical FOrm ... TP Low-viscosity liquid
Special Properties...........ooooooiiiiiiiieeeeeeeeeeeeeeeea Surface bondability
Primary USeS ......cccovveveeiiiieeiieeeeeeeeeee As an active ingredient for formulating

microbiocides for use in laundry additives,
carpet treatment products, upholstery and
drapery treatment products, and building
cleaning and treatment products to give a
surface-durable antimicrobial treatment

TYPICAL PROPERTIES

These values are not intended for use in preparing specifications'

CHs
I
Structure. ... [(CH30)3Si(CH2)3N—C18H37]+C|_
|
CHs
Concentration................ooiiiiiiii 5.0%
APPEAranCe...........ccoiiiiiiii i Colorless liquid
Solubility........oo Miscible in all proportions with
water, ethanol, and methanol
Thermal Stability °C (°F)............cooiiiii Stable to 30°C (86°F)

Specification Writers: Please contact BioShield for information regarding specifications
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DESCRIPTION

AM 500 | is BioShield's designation for 3-(trimethoxysilyl) propyloctadecyldimethyl ammonium chloride
containing 5 percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form
durable bonded coatings to a number of materials (see “References” section).

AM 500 | offers users the following features:
e Good durability—BIOSHIELD AM 500 | Antimicrobial Agent imparts durable biostatic aétivity to the
surface of a wide variety of substrates; it is leach-resistant and nonmigrating and is not consumed by

microorganisms.

e Increased efficiency—through proper application, durable bacteriostatic, fungistatic and algistatic
surfaces can be attained with a minimum amount of AM 500 1.

BENEFITS

The following benefits are derived when a formulation containing the active ingredient is applied to a
surface:

¢ Provides hygienic freshness and combats deterioration caused by bacteria, fungi, algae, and-yeasts.
o Inhibits growth of bacteria and mildew on the treated article.

e Prolongs the life of a article by inhibiting the growth of bacteria and mildew.

¢ Resists development of bacterial and fungal odors.
e Retains freshness by resisting the growth of odor-causing bacteria and mildew (fungus).
« Provides a chemical treatment that enables fabrics to resist odors.

e Provides a unique chemical treatment that resists mildew and bacteria growth and imparts odor
resistance.

¢ Product performance with little degradation up to 375°F.

Materials treated with formulations containing the antimicrobial agent AM 500 | are preserved by the

. bacteriostatic, fungistatic and algistatic action imparted by the active ingredient. AM 500 | inhibits the
growth of microorganisms that are responsible for causing odor, discoloration and deterioration. It also
provides residual inhibition of microorganisms to aid in the control of these deleterious effects. AM 500 |
forms a coating on a wide variety of substrates and antimicrobial action is exhibited on contact.
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APPROVED USES

AM 500 | is approved for use in formulating microbiocides for use in laundry additives, carpet treatment
products, upholstery and drapery treatment products, and building cleaning and treatment products.

AM 500 | can be used for incorporation into and treatment of the following items or substrates to impart
durable antimicrobial protection:

Air filters for furnaces, air-conditioners, air purification devices, automobiles, recirculating air
handling systems;

Air filters/materials;

Aquarium filter material;

Bed sheets, blankets, and bedspreads;

Buffer pads (abrasive and polishing);

Carpets and draperies;

Fiberfill for upholstery, sleeping bags, apparel, etc., where the fiber is cotton, natural down, nylon,
polyester, rayon, or wool;

Fiberglass ductboard;

Fire hose fabric;

Humidifier belts;

Mattress pads and ticking;

Men’s underwear and outerwear;

Non-woven disposable diapers;

Non-woven polyester;

Outerwear apparel,

Disposable polyurethane foam cushions for Lapidus Airfloat Systems;

Polyurethane foam for household, industrial, and institutional sponges and mops;

Polyurethane and polyethylene foam, when covered;

Polyurethane foam for packaging and cushioning in non-food contact applications;

Polyurethane foam used as a growth medium for non-food crops and plants;

Pre-moistened towelettes and tissue wipes (these do not impart pesticidal properties);

Roofing materials - defined as shingles, roofing granules, wood shakes, felt, stone and synthetic
overcoats;

Sand bags, tents, tarpaulins, sails, and ropes;

Athletic and casual shoes;

Shoe insoles;

Shower curtains;

Socks comprised of nylon, nylon/orlon, cotton/nylon, linen/Lycra, acrylic/polypropylene/nylon/Lycra,
wool/silk/nylon/Lycra and wool/acrylic/nylon/Lycra;

Throw rugs;

Toweling made of 100 percent cotton, 100 percent polyester, and blends of the two fibers;

Toilet tank and seat covers;

Umbrellas;

Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene, polyolefins,
polypropylene, rayon, spandex, vinyl, and wool;

Vacuum cleaner bags and filters;

Vinyl paper-wallpaper for non-food contact surfaces;

Disposable wiping cloths that can be used for multiple purposes such as dusting or washing furniture,
cars, walls, windows, floors, appliances, dishes, counter tops, etc.; the wiping cloths do not impart
pesticide properties;

Women's hosiery; and

Women's intimate apparel.
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DIRECTIONS FOR USE

AM 500 | can be incorporated directly into formulations used to make the end products listed in this
bulletin.

AM 500 | can also be diluted with water or other solvents (for example; alcohol, and ketones) and then
applied to organic or inorganic substrates by brushing, dipping, padding, soaking, spraying, fogging or by
using foam finishing techniques to give a final treatment of 0.1 to 1.0 percent by weight actjve ingredient.

After applying the antimicrobial agent, the substrate can then be dried at temperatures from ambient to a
maximum of 160° C (320° F) to effect complete condensation of silanol groups and to remove water,
solvents and/or traces of methanol from hydrolysis. Optimum application and drying conditions, such as
time and temperature, should be determined for each application before use.

PRECAUTIONARY STATEMENTS

Corrosive. Causes irreversible eye damage. May be fatal if swallowed. Causes skin irritation. Harmful if
absorbed through skin or inhaled. Harmfu! if inhaled. Avoid contact with skin, eyes, or clothing. Avoid
breathing vapor. Wear protective clothing and gloves, and protective eyewear (goggles and face shield).
Wash thoroughly with soap and water after handling and before eating, drinking, using tobacco, or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS

Do not apply directly to water, or to areas where surface water is present or to intertidal areas below the
mean high water mark; this product might be toxic to fish. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, oceans, or other waters unless in accordance with the
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the permitting
authority has been notified in writing prior to discharge. Do not discharge effluent containing this product
to sewer systems without previously notifying the local sewage treatment plant authority. For guidance,
contact your State Water Board or Regional Office of the EPA.

inactivation of solutions containing AM 500 | may be accomplished by one of the following methods:

s addition of an anionic surfactant or detergent in quantity equivalent to that of AM 500 | in solution; or
e addition of Triton X-100 nonionic detergent at a final concentration of 10,000 ppm (1.0 percent
volume/volume) or greater to bath solutions up to 1.0 percent volume/volume of AM 500 I.

Every effort should be made to contain accidental spills of AM 500 | to the immediate area. This may be
accomplished by the use of sandbags to confine the spill to facilitate cleanup and disposal.
Contaminated sand may then be disposed of by burial in an approved landfill. Many spills may be
cleaned up with rags by wiping and/or mopping and allowing the liquid to absorb into the fabric. The rags
may then be disposed of by incineration.

Floor drains in areas of material use should be protected with sandbags to contain accidental spills.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store in original, unopened containers below 3°C (86°F) and above 0°C (32°F). AM
500 I has a minimum sheif life of 12 months from the date of shipment from BioShield.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide,
spray mixture, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use
according to label instructions, contact your State Pesticide or Environmental Control Agency, or the
Hazardous Waste Representative at the nearest EPA Regional Office for guidance.
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Container Disposal: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local authorities, by
burning. If burned, stay out of smoke.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

BioShield Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under
normal conditions of use; but this warranty of fitness for a particular purpose does not extend to the use
of this product contrary to bulletin instructions, or under abnormal conditions, or under conditions not
reasonably foreseeable to seller, and buyer assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED WARRANTY,
INCLUDING THE WARRANTY OF MERCHANTABILITY.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

BioShield Technologies, Inc.

c¢/o Jellinek, Schwartz & Connolly, Inc.

1525 Wilson Boulevard, Suite 600 FEB 05 1808
Arlington, VA 22209

Attn: Blane Dahl
Agent for Bioshield

Subject: Application for Registration
BioShield AM 500 I
EPA File Symbol 70871-E
Your Submission Dated October 15, 1997

. The application referred to above has been determined pursuant to 40 CFR 152.104 (53 FR
15980, May 4, 1988) not to be sufficiently complete to process; therefore, the application is
considered deficient. Labeling/other information specified below must be submitted before
processing of the application can be completed.

1. The Agency has reviewed your response to our requirement that you submit a primary
eye irritation study (Guideline No. 81-4). You have proposed that EPA grant a conditional
registration on the basis that you conduct and submit a primary eye irritation study to the Agency
by June 30, 1998. Furthermore, you state that the potential overstatement of risk posed by a
Category I rating for eye irritation “...will not increase any hazards to human health, but rather
ensures that the proposed product is used with caution...”.

The Agency does not agree with this approach to precautionary labeling since these
- . statements provide the pesticide user with necessary information regarding the potential toxicity,
irritation and sensitization hazard associated with the use of this product. Specifically, the
primary eye irritation study measures the severity of irritation or corrosivity caused by the
product. We do not want to mislead the user with “overlabeling”. Therefore, the Agency will
continue to require the submission of a primary eye irritation study prior to registration of this
' product.

2. The following comments apply to the proposed label for BioShield AM 500 I:

under the “Inert Ingredients:” statement.

CONCURRENCES
E2(N98.c... - cosa

EPA Form 1320-1A (190) Printed on Recycled Paper OI'FICle;- 2l'tl.! coPY




~ul 221998 2010PM JSC-Arlingion, VA No. 0950 P 1/5

Jellinek, Schwartz & Connolly, Inc. F AX

An IT Company

‘ . TRANSMITTAL
1525 Wilson Blvd., Suite 600
Arlington, VA 22209-241)

(703) 527-1670 » Fax (703) 527-5477

Consultants in Environmental Science, Policy & Management

TO: (Individual) Tracy Lantz
(Company) U.S. Environmental Protection Agency
(Phone) (703) 308-6415
(Fax#) (703) 308-6467
FROM: Kimberly Lowe
DATE: July 22, 1998 TIME: 2:01 PM
PR

# OF PAGES (including cover sheet): )

IF COPY IS ILLEGIBLE OR INCOMPLETE, PLEASE CALL (703) 312-8539
COMMENTS:

Dear Ms. Lantz,

As we discussed this moming, attached 1s a copy of the cover letter from a May 5, 1998, package
submitted in support of the registration applications for BioShield AM 500 and AM 500 I (EPA
Files Symbols 70871-R and -E, respectively).

Please call me at (703) 312-8539 if you have any questions.

Best regards, .

The information contained jn this ficsimilc message iz intznded only for the usc of the individuals to whom it is addresacd and may contain information that is privileged and
confidential. Ifthe reader of this message is not the intended recipisnt, you are heceby nolified that any use, dissemination, distnbution or copying of this communicalion is
strictly prohibited. If you have received this communication in ervor, please potify us immodistely at (703) 527-1670. Thank you.
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b. The proposed use for “air treatment products” is not on the product label for EPA
Registration No. 34292-6 (Dow Corning 5772 MUP), the product considered substantially
similar to BioShield AM 500 I. You must remove this use from the “Approved Uses” section of
the label on page two.

]

c. In the section for “Target Pests”, you must remove the references to the specific
species that have been tested. This must also be removed on the Collateral Labeling.

d. On page three, under the “Approved Uses” section of the label, you must remove the
following items: building materials; concrete and materials used to make concrete; fibers, such as
polypropylene fibers, and fabrics made from those fibers; fibers, such as polypropylene fibers,
and fabrics made from those fibers used for incorporation into concrete; and pool and spa filters.
These uses are not on the Dow Corning 5772 MUP product label for EPA Registration No.
34292-6, or on the DowCorning 5772 end use product. You must also remove these items from
page three of your Collateral labeling.

e. On your Collateral Labeling, under the Benefits section, remove the following
statements: “Provides a durable, residual, antimicrobial treatment that is not destroyed by
repeated cleaning.” and “Contains no phenols, tin, heavy metals, lead, mercury, or
formaldehyde.”

f. Also on page three of the Collateral Labeling, under Approved Uses, remove the
reference to “air treatment products” in the first paragraph.

g. The “EPA Registration Requirements” referred to on page four of the Collateral
Labeling must be moved to the product label.

If you have any questions concerning this letter, please contact Julie Fairfax at
(703) 308-9086.

Sincerely yours,

Velma Noble

Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division (7510W)

Enclosure
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COLLATERAL LABELING

BioShield Technologies, Inc. 4405 International Boulevard, Suite B109

Norcross, GA 30093

Information About
Antimicrobial Agents

AM 500 | — FOR MANUFACTURING USE ONLY

U.S. Environmental Protection
Agency Registration NUMDET...............uuuiiiiiiiiiee e e e e e e e e e e e

TYPC oo Silicone quaternary ammonium sait
Physical FOM ... e e Low-viscosity liquid
Special Properties..........oov i Surface bondability
Primary Uses ..........cccceeeeevvnnnennn, As an active ingredient for formulating disinfectants,

sanitizers and microbiocides for use in laundry additives,
carpet treatment products, upholstery and drapery
treatment products, and building cleaning and

treatment products to give a surface-durable
antimicrobial treatment effective and active against

a wide variety of bacteria, fungi, algae and yeasts

TYPICAL PROPERTIES ]
These values are not intended for use in preparing specifications
CHs
I
StUCIUre. ... [(CH30)3Si(CHz)3N—C18H37]+C|'
I
CHs
Concentration...............ccooooiiiiiiiii 5.0%
APPEAraNCe.............coviviniiiiiiiiiiiiiiieeiiee e Colorless liquid Sty
Solubility........ooviii Miscible in all proportions’ with
water, ethanol, and methangl*
Thermal Stability °C (°F)..........coooviiiiiiin, Stable to 30°C {86%F) .
Specification Writers: Please contact BioShield for information regarding speciﬁca.tjczrls: : E.. eos
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DESCRIPTION

AM 500 ! is BioShield's designation for 3-(trimethoxysilyl) propyloctadecyldimethyl ammonium chloride
containing 5 percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form
durable bonded coatings to a number of materials (see “References” section).

AM 500 | offers users the following features:
e Good durability—BIOSHIELD AM 500 | Antimicrobial Agent imparts durable, broad-spectrum,
biostatic activity to the surface of a wide variety of substrates; it is leach-resistant and nonmigrating

and is not consumed by microorganisms.

¢ Broad-spectrum activity—effective against gram positive and gram negative bacteria, fungi, algae
and yeasts; antimicrobial action is exhibited on contact.

¢ Increased efficiency—through proper application, durable bacteriostatic, fungistatic and algistatic
surfaces can be attained with a minimum amount of AM 500 |.

BENEFITS
The foliowing benefits are derived when a formulation containing the active ingredient is applied to a
surface:

. o Provides hygienic freshness and combats deterioration caused by bacteria, fungi, algae, and yeasts.

+ Inhibits growth of bacteria and mildew on the treated article.
» Prolongs the life of a article by inhibiting the growth of bacteria and mildew.
Q{?Provides a durable, residual, antimicrobial treatment that is not destroyed by repeated cleaning.
¢ Resists development of bacterial and fungal odors.
¢ Retains freshness by resisting the growth of odor-causing bacteria and mildew (fungus).
» Provides a chemical treatment that enables fabrics tc.) resist odors.

» Provides a unique chemical treatment that resists mildew and bacteria growth and imparts odor
resistance.

P
‘ ( /7% Contains no phenols, tin, heavy metals, lead, mercury, or formaidehyde.
e #.. “‘.

[l

» Product performance with little degradation up to 375°F. el

Materials treated with formulations containing the antimicrobial agent AM 500 | are preserved by thee
bacteriostatic, fungistatic and algistatic action imparted by the active ingredient. AM 500 | inhibite thre
growth of microorganisms that are responsibie for causing odor, discoloration and dgterjoration. It dlso
provides residual inhibition of microorganisms to aid in the control of these deleterious effects. AM S0 |
forms a coating on a wide variety of substrates and antimicrobial action is exhibited v tdptact. :. .
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o Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene, polyolefins,
polypropylene, rayon, spandex, vinyl, and wool;

e Vacuum cleaner bags and filters;
Vinyl paper-wallpaper for non-food contact surfaces;
Disposable wiping cloths that can be used for multipte purposes such as dusting or washing furniture,
cars, walls, windows, floors, appliances, dishes, counter tops, etc.; the wiping cloths do not impart
pesticide properties;
Women’s hosiery; and
Women'’s intimate apparel.

DIRECTIONS FOR USE

AM 500 | can be incorporated directly into formulations used to make the end products listed in this
bulletin.

AM 500 | can also be diluted with water or other solvents (for example, alcohol, and ketones) and then
applied to organic or inorganic substrates by brushing, dipping, padding, soaking, spraying, fogging or by
using foam finishing techniques to give a final treatment of 0.1 to 1.0 percent by weight active ingredient.

After applying the antimicrobial agent, the substrate can then be dried at temperatures from ambient to a
maximum of 160° C (320° F) to effect complete condensation of silanol groups and to remove water,
solvents and/or traces of methanol from hydrolysis. Optimum application and drying conditions, such as
time and temperature, should be detennirfgl_ for each application before use.

EPA REGISTRATION REQUIREMEhTTS

/"M"/
The appllcatlons for which this product are used require approval by the Environmental Protection
Agency on an end-use basis in regard to claims made thereof. Formulators are responsible for satisfying
registration requirements for their products.

PRECAUTIONARY STATEMENTS

Corrosive. Causes irreversible eye damage. May be fatal if swallowed. Causes skin irritation. Harmful if
absorbed through skin or inhaled. Harmful if inhaled. Avoid contact with skin, eyes, or clothing. Avoid
breathing vapor. Wear protective clothing and gloves, and protective eyewear (goggles and face shield).
Wash thoroughly with soap and water after handling and before eating, drinking, using tobacco, or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS

Do not apply directly to water, or to areas where surface water is present or to intertidal areas below the
mean high water mark; this product might be toxic to fish. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, oceans, or other waters unless in accordance with.the «
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the pefitting
authority has been notified in writing prior to discharge. Do not discharge effluent containing thispredyct
to sewer systems without previously notifying the local sewage treatment plant authority. For gundance

contact your State Water Board or Regional Office of the EPA. secues

AM 500 I, by standard biological oxygen demand (BOD) and total oxygen demand (YQDPY tleterflination,
does not appear to be biodegradable. Potential harm to the environment is minimized, hbwever’ *®.
because of the minimal amount of chemica! applied and its durable coupling to surf4¢4<.°. **

Inactivation of solutions containing AM 500 | may be accomplished by one of the following methsg;s::°

e addition of an anionic surfactant or detergent in quantity equivalent to that of AM 500 | in soILtioh;br
e addition of Triton X-100 nonionic detergent at a final concentration of 10,000 ppm (1.0 percent
volume/volume) or greater to bath solutions up to 1.0 percent volume/volume of AM 500 .
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Every effort should be made to contain accidental spills of AM 500 | to the immediate area. This may be
accomplished by the use of sandbags to confine the spill to facilitate cleanup and disposal.
Contaminated sand may then be disposed of by burial in an approved landfill. Many spills may be
cleaned up with rags by wiping and/or mopping and allowing the liquid to absorb into the fabric. The rags
may then be disposed of by incineration.

Floor drains in areas of material use shouid be protected with sandbags to contain accidental spills.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store in original, unopened containers below 3°C (86°F) and above 0°C (32°F). AM
500 | has a minimum shelf life of 12 months from the date of shipment from BioShield.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide,
spray mixture, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use
according to label instructions, contact your State Pesticide or Environmental Control Agency, or the
Hazardous Waste Representative at the nearest EPA Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local authorities, by
burning. If burned, stay out of smoke.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

BioShield Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under
normal conditions of use; but this warranty of fitness for a particular purpose does not extend to the use
of this product contrary to bulletin instructions, or under abnormal conditions, or under conditions not
reasonably foreseeable to seller, and buyer assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED WARRANTY,
INCLUDING THE WARRANTY OF MERCHANTABILITY.
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Sincerely,

Velma Noble '
Team Leader 31

Regulatory Management Branch I
Antimicrobials Division
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DESCRIPTION

AM 500 | is BioShield's designation for 3-(trimethoxysilyl) propyloctadecyldimethyl ammonium chloride
containing 5 percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form
durable bonded coatings to a number of materials (see “References” section).

AM 500 | offers users the following features:

¢ Good durability—BIOSHIELD AM 500 | Antimicrobial Agent imparts durable, broad-spectrum,
biostatic activity to the surface of a wide variety of substrates; it is leach-resistant and noamigrating
and is not consumed by microorganisms.

e Broad-spectrum activity—effective against gram positive and gram negative bacteria, fungi, algae
and yeasts; antimicrobial action is exhibited on contact.

e Increased efficiency—through proper application, durable bacteriostatic, fungistatic and algistatic
surfaces can be attained with a minimum amount of AM 500 1.

BENEFITS

The following benefits are derived when a formulation containing the active ingredient is applied to a
surface:

e Provides hygienic freshness and combats deterioration caused by bacteria, fungi, algae, and yeasts.

— - T e —
<. Inhibits growth of bacteria and mildew on the treated@@ N
e Prolongs the life of a g_rtlcle p!.JDDIbItIng the growth of bactena and mlldew
T R e pelete

Provides a durable, residual, antimicrobial treatment that i is not destroyed by repeated cleanlng

e Resists development of bacterial and fungal odors.
¢ Retains freshness by resisting the growth of odor-causing bacteria and mildew (fungus).
e Provides a chemical treatment that enables fabrics to resist odors.

e Provides a unique chemical treatment that resists.mildew and bacteria growth and imparts odor
resistance:

/ - - ﬁ
/ Contains no phenols, tin, heavy metals, lead, mercury, or formaldehyde._:>/ \@/O
- . 0/‘!

e N\

e Product performance with little degradation up to 375°F.

Materials treated with formulations containing the antimicrobial agent AM 500 | are preserved by the
bacteriostatic, fungistatic and algistatic action imparted by the active ingredient. AM 500 ! inhibits the
growth of microorganisms that are responsible for causing odor, discoloration and deterioration. It also
provides residual inhibition of microorganisms to aid in the control of these deleterious effects. AM 500 |
forms a coating on a wide variety of substrates and antimicrobial action is exhibited on contact.
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APPROVED USES

AM 500 | is approved for use in formulating disinfectants, sanitizers and microbiocides for use in laundry
additives, carpet treatment products, upholstery and drapery treatment products, and building cleaning
and treatment products.

AM 500 can be used to impart durable, broad-spectrum, antimicrobial protection to substrates for the
following applications:

Air filters for furmaces, air-conditioners, air purification devices, automobiles, recirculating air
handling systems; :
Air filters/materials;

Aquarium filter material;

Bed sheets, blankets, and bedspreads;

Buffer pads (abrasive and polishing);

Carpets and draperies;

Fiberfill for upholstery, sleeping bags, apparel, etc., where the fiber is cotton, natural down, nylon,
polyester, rayon, or wool;

Fiberglass ductboard;

Fire hose fabric;

Humidifier belts;

Mattress pads and ticking;

Men’s underwear and outerwear,

Non-woven disposable diapers;

Non-woven polyester;

Outerwear apparel;

Disposable polyurethane foam cushions for Lapidus Airfloat Systems;

Polyurethane foam for household, industrial, and institutional sponges and mops;
Polyurethane and polyethylene foam, when covered;

Polyurethane foam for packaging and cushioning in non-food contact applications;
Polyurethane foam used as a growth medium for non-food crops and plants;

Pre-moistened towelettes and tissue wipes (these do not impart pesticidal properties);
Roofing materials - defined as shingles, roofing granules, wood shakes, felt, stone and synthetic
overcoats;

Sand bags, tents, tarpaulins, sails, and ropes;

Athletic and casual shoes;

Shoe insoles;

" Shower curtains;

Socks comprised of nylon, nylon/orion, cotton/nylon, linen/Lycra, acrylic/polypropylene/nylon/Lycra,
wool/silk/nylon/Lycra and wool/acrylic/nylon/Lycra; provides residual self-sanitizing activity against
athlete’s foot fungus (Trichophyton mentagrophytes) on the sock, durable for up to 10 repeated
washings; prevents 99.9 percent of the growth of athlete's foot fungus on the sock;

Throw rugs;

Toweling made of 100 percent cotton, 100 percent polyester, and blends of the two fibers;

Toilet tank and seat covers; ' '

Umbrellas;

Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene, polyolefins,
polypropylene, rayon, spandex, vinyl, and wool;

Vacuum cleaner bags and filters;

Vinyl paper-wallpaper for non-food contact surfaces;

Disposable wiping cloths that can be used for multiple purposes such as dusting or washing furniture,
cars, walls, windows, floors, appliances, dishes, counter tops, etc.; the wiping cloths do not impart
pesticide properties;

Women's hosiery; and

Women's intimate apparel.
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DIRECTIONS FOR USE

AM 500 | can be incorporated directly into formulations used to make the end products listed in this
bulietin.

AM 500 | can also be diluted with water or other solvents (for example, alcohol, and ketones) and then
applied to organic or inorganic substrates by brushing, dipping, padding, soaking, spraying, fogging or by
using foam finishing techniques to give a final treatment of 0.1 to 1.0 percent by weight active ingredient.

After applying the antimicrobial agent, the substrate can then be dried at temperatures from ambient to a
maximum of 160° C (320° F) to effect complete condensation of silanol groups and to remove water,
solvents and/or traces of methanol from hydrolysis. Optimum application and drying conditions, such as
time and temperature, should be determined for each application before use.

A REGISTRATION REQUIREMENTS

The applications for which this product are used require approval by the Environmental Protection
Agency on an end-use basis in regard to claims made thereof. Formulators are responsible for satisfying
registration requirements for their products. '

PRECAUTIONARY STATEMENTS ~
Corrosive. Causes irreversibleeye damage. May be fatal if swallowed. Causes skin irritation. Harmful if

absorbed through skin or inhaled. Harmful if inhaled. Avoid contact with skin, eyes, or clothing. Avoid
breathing vapor. Wear protective clothing and gloves, and protective eyewear (goggles and face shield).
Wash thoroughly with soap and water after handling and before eating, drinking, using tobacco, or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS

Do not apply directly to water, or to areas where surface water is present or to intertidal areas below the
mean high water mark; this product might be toxic to fish. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, oceans, or other waters unless in accordance with the
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the permitting
authority has been notified in writing prior to discharge. Do not discharge effluent containing this product
to sewer systems without previously notifying the local sewage treatment plant authority. For guidance,
contact your State Water Board or Regional Office of the EPA.

AM 500 |, by standard biologicai oxygen demand (BOD) and total oxygen demand (TOD) determination,
does not appear to be biodegradable. Potential harm to the environment is minimized, however,
because of the minimal amount of chemical applied and its durable coupling to surfaces.

Inactivation of solutions containing AM 500 | may be accomplished by one of the following methods:

+ addition of an anionic surfactant or detergent in quantity equivalent to that of AM 500 | in solution; or
« addition of Triton X-100 nonionic detergent at a final concentration of 10,000 ppm (1.0 percent
volume/volume) or greater to bath solutions up to 1.0 percent volume/volume of AM 500 I.

Every effort should be made to contain accidental spills of AM 500 | to the immediate area. This may be
accomplished by the use of sandbags to confine the spill to facilitate cleanup and disposal.
Contaminated sand may then be disposed of by burial in an approved landfill. Many spills may be
cleaned up with rags by wiping and/or mopping and allowing the liquid to absorb into the fabric. The rags
may then be disposed of by incineration.

Floor drains in areas of material use should be protected with sandbags to contain accidental spills.
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STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store in original, unopened containers betow 3°C (86°F) and above 0°C (32°F). AM
500 | has a minimum shelf life of 12 months from the date of shipment from BioShield.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide,
spray mixture, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use
according to label instructions, contact your State Pesticide or Environmental Contro! Agency, or the
Hazardous Waste Representative at the nearest EPA Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local authorities, by
burning. if burned, stay out of smoke.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

BioShield Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under
normal conditions of use; but this warranty of fitness for a particular purpose does not extend to the use
of this product contrary to bulletin instructions, or under abnormal conditions, or under conditions not
reasonably foreseeable to seller, and buyer assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED WARRANTY,
INCLUDING THE WARRANTY OF MERCHANTABILITY.
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DP BARCODE: D240665

CASE: 061691 DATA PACKAGE RECORD DATE: 11/10/97
SUBMISSION: S532436 BEAN SHEET Page 1 of 1

* % % CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 187 RESB AmD-OC-MINOR CHG
CHEMICALS: 107401 3- (Trimethoxysilyl)propyl dimethyl octadecyl ammon 5.0000%

ID#: 070871-R BIOSHIELD AM 500
COMPANY: 070871 BIOSHIELD TECHNOLOGIES, INC

PRODUCT MANAGER: 31 VELMA NOBLE 703-305-6233 ROOM: CM2 268
PM TEAM REVIEWER: BARBARA PRINGLE 703-305-6484 ROOM: CM2 280
RECEIVED DATE: 10/10/97 DUE OUT DATE: 02/07/98

* * *x DATA PACKAGE INFORMATION * * *

DP BARCODE: 240665 EXPEDITE: N DATE SENT: 11/10/97 DATE RET.: / )/

CHEMICAL: 107401 3- (Trimethoxysilyl)propyl dimethyl octadecyl ammonium chlor
DP TYPE: 001

CSF: N LABEL: Y ;
SSIGNED TO DATE 1IN DATE OUT ADMIN DUE DATE: 02/13/98
IV : AD j0/ 10/ ¢7 /7 NEGOT DATE: / /
BRAN: RASSB )1/ 13/ 47 / / PROJ DATE: / /
SECT: RASSB2 / 7/ /o
REVR : / /7
CONTR : / /7
* % % DATA REVIEW INSTRUCTIONS * * *
Review and clarify agent’'s letter about uses of product.
* * * DATA PACKAGE EVALUATION * * *
No evaluation is written for this data package
* k% ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * *

.DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL

i
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Jelhnek Schwartz & Connolly, Inc.
1525 Wilson Boulevard, Suite 600

Arlington, VA 22209

(703) 527-1670 -« Fax: (703) 527-5477

Hand Delivered

Consultants in Environmental Science, Policy & Management

October 15, 1997

Ms. Velma Noble (Acting PM 31)
Regulatory Management Branch |
Antimicrobials Division (7510W)
Office of Pesticide Programs

U. S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mall 2

Arlington, VA 22202

Re:  Response to EPA’s September 5, 1997, and October 10, 1997, Letters
BioShield AM 500 and AM 500 I (EPA File Symbols 70871-R and -E)

Dear Ms. Noble:

Thank you for your letters dated September 5, 1997, and October 10, 1997, regarding
the registration applications for BioShield AM 500 and AM 500 I (EPA File Symbols 70871-
R and -E, respectively). On behalf of BioShield Technologies, Inc. (BioShield; 4405
International Boulevard, Suite B109, Norcross, Georgia, 30093; EPA Company Number
70871), we are responding to your letters, and submitting materials in support of BioShield’s
registration applications.

Acute Toxicology

We understand from EPA’s September 2, 1997, acute toxicology review tEat the acute
toxicology waiver requests for BioShield AM 500 and AM 500 I were acceptahfe forali acute
toxicology studies except the primary eye irritation study (Guideline Number'81-4). ERA,
believes that the proposed precautionary language on the draft product labéls: 51gnnﬁcantlv
overstates the risk of the product; thus, EPA is requesting that a pnmary eye irmitation. study be
submitted prior to registration of these two products.

MEMBERS OF THE )JSC GROUP OF COMPANIES:

Jellinek, Schwariz & Connolly, Inc. * Arlington, VA 22209 USA ¢ (703) 527-1670 o Fax (703) 327-3477
JSC International Ltd. « Harrogate, North Yorkshire HG1 5QY ¢ UK » (1423) 520245 » Fax (1423) 320297
Sielken, Inc. « Bryan, TX 77802 USA « (409) 846-5175 » Fax (409) 846-2671
JSC/Spensley o Denver, CO 80202 USA  (303) 623-3100  Fax (303) 623-3130
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If you have any questions about this application, please contact me at (703) 312-8531
or Kimberly Lowe at (703) 312-8539.

Sincerely,

s

Blane Dahl

Registration Manager

Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

Enclosures

c Joachim Berkner, BioShield Technologies, Inc.

e i [

L2 L]

LI B o

Jellinek, Schwartz & Connolly, Inc.
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Jellinek, Schwartz & Connolly, Inc.

1525 Wilson Boulevard, Suite 600
Arlington, VA 22209
(703) 527-1670 -« Fax: (703) 527-5477

Hand Delivered

Consultants in Environmental Science, Policy & Management

October 15, 1997

Ms. Velma Noble (Acting PM 31)
Regulatory Management Branch I
Antimicrobials Division (7510W)
Office of Pesticide Programs

U. S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mall 2

Arlington, VA 22202

Re:  Response to EPA’s September 5, 1997, and October 10, 1997, Letters
BioShield AM 500 and AM 500 I (EPA File Symbols 70871-R and -E)

Dear Ms. Noble;

Thank you for your letters dated September 5, 1997, and October 10, 1997, regarding
the registration applications for BioShield AM 500 and AM 500 I (EPA File Symbols 70871-
R and -E, respectively). On behalf of BioShield Technologies, Inc. (BioShield; 4405
International Boulevard, Suite B109, Norcross, Georgia, 30093; EPA Company Number
70871), we are responding to your letters and submitting materlals in support of BioShield’s
registration applications.

Acute Toxicology

We understand from EPA’s September 2, 1997, acute toxicology review thar iié acute
toxicology waiver requests for BioShield AM 500 and AM 500 I were acceptab[e for ali acute
toxicology studies except the primary eye irritation study (Guideline Number'81-4). EPA
believes that the proposed precautionary language on the draft product labcgl‘saé:lgmﬂcantlv

overstates the risk of the product; thus, EPA is requesting that a primary eye irritation study be
submitted prior to registration of these two products.

MEMBERS OF THE ]JSC GROUP OF COMPANIES:

Jellinek. Schwartz & Connolly, Inc. » Arlington, VA 22209 USA ¢ (703) 527-1670 o Fax (703) 527-5477
JSC international Lud. « Harrogate. North Yorkshire HG1 5QY « UK « (1423} 520245 » Fax (1423) 520297
Sielken, Inc. » Brvan, TX 77802 USA « (409) 846-5175 « Fax (409) 846-2671
JSC/Spensley « Denver, CO 80202 USA « (303) 623-3100 « Fax (303) 623-3130
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Since the overstatement of the risk of the BioShield AM 500 and AM 500 I products will not
increase any hazards to human health, but rather ensures that the proposed product is used
with caution, we propose that EPA grant conditional registrations of BioShield AM 500 and
AM 500 1. Such registrations would be based on the condition that BioShield conduct a
primary eye irritation study. BioShield proposes to submit the results of this study to EPA by
June 30, 1998, and, at that time, request appropriate, revised precautionary language for these
products.

Efficacy Data Requirements

We understand from your September 5, 1997, letter that BioShield needs to clarify the
efficacy claims on the AM 500 and AM 500 I product labels in order to determine what
efficacy data will be required for registration of the products. We believe the information in
this letter along with the following items will address these concerns:

e an application form (EPA Form 8570-1),

e five copies of the revised product label;

e one copy of the revised product label with the revisions highlighted;

e a Certification with Respect to Citation of Data form (EPA Form 8570-29),
e a data matrix; and

e aletter from Aegis Environmental Management Inc. (Aegis) regarding MRID
Number 164909.

In order to clarify the efficacy claims and target pests for the AM 500 and AM 500 I products,
the following section was added to the draft product labels and collateral labeling under the
“Approved Uses” heading:

“Target Pests: The active ingredient in AM 500 I is effective against gram positive
and gram negative bacteria, fungi (including mold and mildew), algae, and yeasts. The
following species have been tested: Salmonella choleraesius, Staphylococcus aureas,
Pseudomonas aeruginosa, Streptococcus faecalis, Eschericia coli, Asperillus niger,
and Trichophyton interdigitale.”

In addition, the following label revisions were made to the draft product labels and co!lateral
labeling. i

<

¢ The statement “..and air treatment products” was added to the first paragraph urder
the Approved Uses heading, or.. T

Jellinek, Schwartz & Connolly, Inc. JSC
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If you have any questions about this application, please contact me at (703) 312-8531
or Kimberly Lowe at (703) 312-8539.

Sincerely,

Geelirl

Blane Dahl

-Registration Manager

Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

Enclosures

c: Joachim Berkner, BioShield Technologies, Inc.
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Please read Instructions on reverse before completing form. Form Approved. OMB No. 2070-0060 Approval Expires 5-31-98

United States D Registrati on OPP Identifier Number
ﬁ E P A Environmental Protection Agency [[] Amendment
Washington, DC 20460 & Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
70871-E Velma Noble
4. Company/Product (Name) PM# None Restricted
BioShield AM 500 | 31 & D
S. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3 (c) (3)
BioShield Technologies, Inc. (b) (i), my product is similar or identical in composition and labeling
4405 International Boulevard, Suite B109 to:
Norcross, GA 30093 EPA Reg. No.
Product Name
DCheck if this is a new address
Section - I
D Amendment - Explain below. [:l Final printed labels in response to
& Resubmission in response to Agency letter dated _9/5/97 and 10/10/97 D “Me Too” Application.
D Notification - Explain below. D Other - Explain below.

iplanation: Use additional Page(s) if necessary. (For section | and Section I)

Submission of information in response to Agency letters dated September 5, 1997, and October 10, 1997

Section - lli

1. Material This Product Will Be Packaged In:

Unit Packaging Water Soluble Packaging 2.  Type of Container
Chlld-Resistant Packagi
ﬁ 3" ackaging Yes D Yes %Metal
es* Plastic
D No D No ]
D No —_— —— Glass
If “Yes No. per if “Yes No. Per D Paper
. Unit Packaging wgt. Container Unit Package wgt. Container
* Certification must D Other (Specify)
be submitted ] l
3. Location of Net Contents information 4. Size(s) Retail Container 5. Location of Label Directions
D D ) D On Label
Label Container D On Labeling accompanying product
'Manner in Which Label is Affixed to Product [_] Lithograph

D Paper glued D Other
[ ] stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted if necessary to process this application.)eees e

Name Title Registration Manager, Jellinek, Telephone No. (Include Area Code)
Blane Dahl Schwartz & Connolly, Inc., Authorized (703) 312-853{ """
Representative of BioShield seee
Technologies, Inc. csesve .
Certification . * | 6 PateAnplication
| certify that the statements which | have made on this form and all attachments are true, accurate and complete. **2°*®$ eceived
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or .o ses (S.tamped)
both under applicable law. veses .o
2. Signature 3. Title sesee .
Registration Manager, Jellinek, Schwartz & Connolly, inc., e oo
ﬁ/c Authorized Representative of BioShield Technologies, ® e’
Inc.
4. Typed Name 5. Date " 5
Blane Dahl October 15, 1997 *
EPA Form 8750-1 (Rev. 8-94) Previous editions are obsolete White - EPA File Copy (original) Yellow - Applicant Copy
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United States Form Approved
9, E PA Environmental Protection Agency OMB No. 2070-0060
Washington, DC 20460 Approval Expires 05-31-95
Certification with Respect to Citation of Data
Applicants Name and Address EPA File Symbol/Registration Number
BioShield Technologies, Inc. 70871-E

4405 International Boulevard, Suite B109
Norcross, GA 30093

Product Name BioShield AM 500 |

Date of Application May 14, 1997

NOTE: Ifyour product is a 100% repackaging of another EPA-registered product that you purchase, and is labeled
for the same uses, you do not need to submit this form. You must submit the Formulator’s Exemption Statement (EPA

Form 8570-27).

1. This application is supported by all data submitted or cited in the application. In addition, if cite-all options are
indicated, this application is supported by all data in the Agency’s files that concern the properties or effects of this
product that is identical or substantially similar and that is one of the types of data that would be required to be
submitted if this application sought the initial registration of a product of identical or similar composition and intended
uses under the data requirements in effect on the date of approval of this application. (Check the appropriate boxes, in
items 2 and 3, or 4 below that pertain to your application.)

2. I certify that, for each study cited in support of this application for registration that is an exclusive use study.
E] I am the original submitter*; or .

E] I have obtained the written permission of the original submitter for , which is
(insert name of chemical)
’ (for multiple chemicals link the companies who are original data submitters
(insert names of companies)
with the appropriate chemical name) to cite that study*

3. I certify that for each study cited in in support of this application for registration that is not an exclusive use study;
a.[] I am the original submitter*; or
E I have obtained the written permission of the original submitter for 3-(trimethoxysilyl \dimethyloctadecyl ammonium chloride,
(insert name of chemical)

which is Aegis Environmental Management Inc (for multiple chemicals link the companies who are original data

(insert names of companies)

submitters with the appropriate chemical name) to cite that study*; or

b.[] I have obtained in writing the companies for that

(insert names of companies) (insert name of chemical)
have submitted data I have cited to support this application and have offered to: (a) Pay compensation for
those data in accordance with section 3(c)(1)(F) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA; and (b) Commence negotiations to determine which data are subject to the

compensation requirement of FIFRA and the amount and terms of compensation due, if any. The companies
b I have notified are: secsee
[ XX N J
Companies for (for multiple ®eeee’
(insert names of companies) (insert name of chemical)

chemicals link the companies who are the original data submitters with the appropnate chermcal name)
listed on the Pesticide Data Submitters List for all active ingredients contained, in, gy prodpet' ('dte-all
method or cite-all option under Selective Method*). (Also, sign the General Oﬂqr,Statement.below.)

Companies for (for muluplke ‘et

(insert names of companies) (insert name of chemnical)
chemicals link the companies who are the original data submitters with the appropnate chqnuqa,l name)
that have submitted the studies which I have cited (Selective method*). ®ecen’

4.[] I certify that for each study cited in support of this application I am not required to offer data compe'nsﬁtion or
obtain written permission because all time periods for exclusive use and data compensation have expired.

* A Data Matrix 1dent1fymg these studies is attached. (Note: a Data Matrix is not required under the cite-all method)

Signature Name and Title Blane Dahl, Jellinek, Schwartz & Connolly, Inc., Date
Authorized Representative of BioShield Technologies, Inc. October 15, 1997

General Offer to Pay: 1hereby offer and agree to pay compensation to other persons, with regard to
the approval of this application, to the extent required.

Signature | Name and Title | Date

EPA Form 8570-29 (Rev. 6-84) Electronic and Paper Versions acceptable
Previous editions are obsolete. 250
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Jellinek, Schwartz & Connolly, Inc.

1525 Wilson Boulevard, Suite 600
Arlington, VA 22209
(703) 527-1670 - Fax: (703) 527-5477

Consultants in Environmental Science, Policy & Management

Hand Delivered

October 15, 1997

Ms. Velma Noble (Acting PM 31)
Regulatory Management Branch [
Antimicrobials Division (7510W)
Office of Pesticide Programs

U. S. Environmental Protection Agency
Document Processing Desk

Room 266A, Crystal Mall 2

Arlington, VA 22202

Re:  Response to EPA’s September 5, 1997, and October 10, 1997, Letters
BioShield AM 500 and AM 500 I (EPA File Symbols 70871-R and -E)

Dear Ms. Noble:

Thank you for your letters dated September 5, 1997, and October 10, 1997, regarding
the registration applications for BioShield AM 500 and AM 500 I (EPA File Symbols 70871-
R and -E, respectively). On behalf of BioShield Technologies, Inc. (BioShield; 4405
International Boulevard, Suite B109, Norcross, Georgia, 30093; EPA Company Number
70871), we are responding to your letters, and submitting materials in support of BioShield’s
registration applications.

Acute Toxicology :...:.

We understand from EPA’s September 2, 1997, acute toxicology review tiaf #1é acute °
toxicology waiver requests for BioShield AM 500 and AM 500 I were acceptabfe forlt stute
toxicology studies except the primary eye irritation study (Guideline Number'84-4). ERA, ¢ :
believes that the proposed precautionary language on the draft product labél"s.sx 1ﬁcantly
overstates the risk of the product; thus, EPA is requesting that a primary eye irritation .study be
submitted prior to reglstratlon of these two products. cees’

MEMBERS OF THE jSC GROUP OF COMPANIES:
Jelinek, Schwartz & Connolly, Inc. » Arlington, VA 22209 USA = (703) 527-1670 « Fax (703) 527-5477
JSC International Lid. * Harrogate, North Yorkshire HG1 5QY o UK ¢ (1423) 520243 » Fax (1423) 520297

Sielken, Inc. » Bryan, TX 77802 USA « (409) 846-5175 » Fax (409) 846-2671
JSC/Spensley « Denver, CO 80202 USA » (303) 623-3100  Fax (303) 623-3130 256




Since the overstatement of the risk of the BioShield AM 500 and AM 500 I products will not
increase any hazards to human health, but rather ensures that the proposed product is used
with caution, we propose that EPA grant conditional registrations of BioShield AM 500 and
AM 500 I. Such registrations would be based on the condition that BioShield conduct a
primary eye irritation study. BioShield proposes to submit the results of this study to EPA by
June 30, 1998, and, at that time, request appropriate, revised precautionary language for these

products.

Efficacy Data Requirements

We understand from your September 5, 1997, letter that BioShield needs to clarify the
efficacy claims on the AM 500 and AM 500 I product labels in order to determine what
efficacy data will be required for registration of the products. We believe the information in
this letter along with the following items will address these concerns:

e an application form (EPA Form 8570-1);
e five copies of the revised product label;

e one copy of the revised product label with the revisions highlighted,
e a Certification with Respect to Citation of Data form (EPA Form 8570-29),

e adata matrix; and

e aletter from Aegis Environmental Management Inc. (Aegis) regarding MRID

Number 164909,

In order to clarify the efficacy claims and target pests for the AM 500 and AM 500 I products,
the following section was added to the draft product labels and collateral labeling under the

“Approved Uses” heading:

“Target Pests: The active ingredient in AM 500 I is effective against gram positive

and gram negative bacteria, fungi (including mold and mildew), algae, and yeasts. The

following species have been tested: Salmonella

choleraesius, Staphylococcus aureas,

Pseudomonas aeruginosa, Streptococcus faecalis, Eschericia coli, Asperillus niger,

and Trichophyton interdigitale.”

In addition, the following label revisions were made to the draft product labels and cdilatefal

labeling.

e The statement “..and air treatment products”
the Approved Uses heading.

was added to the first paragrapheyader

Jellinek, Schwartz & Connolly, Inc.
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If you have any questions about this application, please contact me at (703) 312-8531
or Kimberly Lowe at (703) 312-8539.

Sincerely,

Heelirl

Blane Dahl

Registration Manager

Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

Enclosures

. c: Joachim Berkner, BioShield Technologies, Inc.

Jellinek, Schwartz & Connolly, Inc.
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COLLATERAL LABELING

BioShield Technologies, Inc. 4405 International Boulevard, Suite B109

Norcross, GA 30093

Information About
Antimicrobial Agents

AM 500 | — FOR MANUFACTURING USE ONLY

U.S. Environmental Protection
Agency Registration NUMDET ..........ccoo et

TYPE et s e s e nnne Silicone quaternary ammonium salt
PRhySiCal FOMM ...t e Low-viscosity liquid
Special Properties......... ... ciirriereeeeeeteeereereere e rsesrrreeeeees Surface bondability
Primary USesS ........ceevveevemreeveevennnns As an active ingredient for formulating disinfectants,

sanitizers and microbiocides for use in laundry additives,
carpet treatment products, upholstery and drapery
treatment products, and building cleaning and

treatment products to give a surface-durable
antimicrobial treatment effective and active against

a wide variety of bacteria, fungi, algae and yeasts

TYPICAL PROPERTIES

These values are not intended for use in preparing specifications'

CHs
|
SHUCIUrE. ... [(CH30)3Si(CH2)sN-C1sH37]"CI
I
CHs
Concentration............coeiiiiiiiiii e, 5.0%
ADPEAraANCE. ... ..ot Colorless liquid . .
SOUDIlity.....c.oviriii i Miscible in all proportion$“ Wit
water, ethanol, and methanti.
Thermal Stability °C (°F)......ccovveeiiiiieiiieennns Stable to 30°C, (86°F) .
* Specification Writers: Please contact BioShield for information regarding specifidations =~ «__ s
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DESCRIPTION

AM 500 | is BioShield's designation for 3-(trimethoxysilyl) propyloctadecyldimethyl ammonium chloride
containing 5 percent active ingredient by weight. Alkoxysilanes of this nature have been shown to form
durable bonded coatings to a number of materials (see “References” section).

AM 500 | offers users the following features:

e Good durability—BIOSHIELD AM 500 | Antimicrobial Agent imparts durable, broad-spectrum,
biostatic activity to the surface of a wide variety of substrates; it is leach-resistant and nonmigrating
and is not consumed by microorganisms.

e Broad-spectrum activity—effective against gram positive and gram negative bacteria, fungi, algae
and yeasts:; antimicrobial action is exhibited on contact.

¢ Increased efficiency—through proper application, durable bacteriostatic, funglstatlc and algistatic
surfaces can be attained with a minimum amount of AM 500 |.

BENEFITS

The following benefits are derived when a formulation containing the active ingredient is applied to a
surface:

» Provides hygienic freshness and combats deterioration caused by bacteria, fungi, algae, and yeasts.
¢ Inhibits growth of bacteria and mildew on the treated article.

» Prolongs the life of a article by inhibiting the growth of bacteria and mildew.

e Provides a durable, residual, antimicrobial treatment that is not destroyed by repeated cleaning.

* Resists development of bacterial and fungal odors.

¢ Retains freshness by resisting the growth of odor-causing bacteria and mildew (fungus).

* Provides a chemical treatment that enables fabrics to resist odors.

¢ Provides a unique chemical treatment that resists mildew and bacteria growth and imparts odor
resistance.

. Cpntains no phenols, tin, heavy metals, lead, mercury, or formaldehyde.

¢ Product performance with little degradation up to 375°F. . e
Materials treated with formulations containing the antimicrobial agent AM 500 | are preserved t;x the
bacteriostatic, fungistatic and aigistatic action imparted by the active ingredient. AM 500 [ inhibits.the®
growth of microorganisms that are responsible for causing odor, discoloration and detariaration. Italso
provides residual inhibition of microorganisms to aid in the control of these deleteribus’effects. +AM 600 |

forms a coating on a wide variety of substrates and antimicrobial action is exhibited o eantacts
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APPROVED USES

AM 500 | is approved for use in formulating disinfectants, sanitizers and microbiocides for use in laundry
additives, carpet treatment products, uphoistery and drapery treatment products, building cleaning and
treatment products, and air treatment products.

Target Pests: The active ingredient in AM 500 | is effective against gram positive and gram negative
bacteria, fungi (including mold and mildew), algae, and yeasts. The following species have been tested:
Salmonella choleraesius, Staphylococcus aureas, Pseudomonas aeruginosa, Streptococcus faecalis,
Eschericia coli, Asperillus niger, and Trichophyton interdigitale.

AM 500 | can be used for incorporation into and treatment of the following items or substrates to impart
durable, broad-spectrum, antimicrobial protection:

Air filters for furnaces, air-conditioners, air purification devices, automobiles, recirculating air
handling systems;

Air filters/materials;

Aquarium filter material;

Bed sheets, blankets, and bedspreads;

Buffer pads (abrasive and polishing);

Building materials;

Carpets and draperies;

Concrete and materials used to make concrete;

Fibers, such as polypropylene fibers, and fabrics made from those fibers;

Fibers, such as polypropylene fibers, and fabrics made from those fibers used for incorporation into
concrete;

Fiberfill for upholstery, sleeping bags, apparel, etc., where the fiber is cotton, natural down, nylon,
polyester, rayon, or wool;

Fiberglass ductboard;

Fire hose fabric;

Humidifier belts;

Mattress pads and ticking;

Men's underwear and outerwear:;

Non-woven disposable diapers;

Non-woven polyester;

Outerwear apparel;

Disposable polyurethane foam cushions for Lapidus Airfloat Systems;

Polyurethane foam for household, industrial, and institutional sponges and mops;

Polyurethane and polyethylene foam, when covered;

Polyurethane foam for packaging and cushioning in non-food contact applications;

Polyurethane foam used as a growth medium for non-food crops and plants;

Pool and spa filters;

Pre-moistened towelettes and tissue wipes (these do not impart pesticidal properties);

Roofing materials - defined as shingles, roofing granules, wood shakes, felt, stone and synfhietj¢ .,
overcoats; *
Sand bags, tents, tarpaulins, sails, and ropes;
Athletic and casual shoes; cesees .
Shoe insoles; M 4 o .
Shower curtains; csssss A
Socks comprised of nylon, nylon/orlon, cotton/nylon, linen/Lycra, acrylic/polypropylefie/nyleniLycsa,
wool/silk/nylon/Lycra and wool/acrylic/nylon/Lycra; provides residual self-sanitizing activity against
athlete’s foot fungus (Trichophyton mentagrophytes) on the sock, durable for up-to-16 repeated
washings; prevents 99.9 percent of the growth of athlete’s foot fungus on the sock; s ..
Throw rugs; eeee

Toweling made of 100 percent cotton, 100 percent polyester, and blends of the two fibers; ..
Toilet tank and seat covers; .
Umbrellas;




¢ Upholstery made of acetates, acrylics, cotton, fiberglass, nylon, polyester, polyethylene, polyolefins,
polypropylene, rayon, spandex, vinyl, and wool;
Vacuum cleaner bags and filters;

Viny! paper-wallpaper for non-food contact surfaces;

» Disposable wiping cloths that can be used for multiple purposes such as dusting or washing furniture,
cars, walls, windows, floors, appliances, dishes, counter tops, etc.; the wiping cloths do not impart
pesticide properties;

¢ Women'’s hosiery; and
Women'’s intimate apparel.

DIRECTIONS FOR USE

AM 500 | can be incorporated directly into formulations used to make the end products listed in this
bulletin.

AM 500 | can also be diluted with water or other solvents (for example, alcohol, and ketones) and then
applied to organic or inorganic substrates by brushing, dipping, padding, soaking, spraying, fogging or by
using foam finishing techniques to give a final treatment of 0.1 to 1.0 percent by weight active ingredient.

After applying the antimicrobial agent, the substrate can then be dried at temperatures from ambient to a
maximum of 160° C (320° F) to effect complete condensation of silanol groups and to remove water,
solvents and/or traces of methanol from hydrolysis. Optimum application and drying conditions, such as
time and temperature, should be determined for each application before use.

EPA REGISTRATION REQUIREMENTS

The applications for which this product are used require approval by the Environmental Protection
Agency on an end-use basis in regard to claims made thereof. Formulators are responsible for satisfying
registration requirements for their products.

PRECAUTIONARY STATEMENTS

Corrosive. Causes irreversible eye damage. May be fatal if swallowed. Causes skin irritation. Harmful if
absorbed through skin or inhaled. Harmful if inhaled. Avoid contact with skin, eyes, or clothing. Avoid
breathing vapor. Wear protective clothing and gloves, and protective eyewear (goggles and face shield).
Wash thoroughly with soap and water after handling and before eating, drinking, using tobacco, or using
the toilet. Remove contaminated clothing and wash before reuse.

ENVIRONMENTAL HAZARDS

Do not apply directly to water, or to areas where surface water is present or to intertidal areas below the
mean high water mark; this product might be toxic to fish. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, oceans, or other waters unless in accordance with the,
requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the pgrmitting
authority has been notified in writing prior to discharge. Do not discharge effluent containing thig prpduct
to sewer systems without previously notifying the local sewage treatment plant authority. For gujdagte,
contact your State Water Board or Regional Office of the EPA. secsee .

AM 500 I, by standard biological oxygen demand (BOD) and total oxygen demand {7 S}Dkdeterﬁmna'h'on,
does not appear to be biodegradable. Potential harm to the environment is minimizedy howevens o
because of the minimal amount of chemical applied and its durable coupling to surfages. oo

Inactivation of solutions containing AM 500 | may be accomplished by one of the following methogs®

e addition of an anionic surfactant or detergent in quantity equivalent to that of AM 500 | in sbl'lmo.n} or
e addition of Triton X-100 nonionic detergent at a final concentration of 10,000 ppm (1.0 percent
volume/volume) or greater to bath solutions up to 1.0 percent volume/volume of AM 500 I.
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Every effort should be made to contain accidental spills of AM 500 | to the immediate area. This may be
accomplished by the use of sandbags to confine the spill to facilitate cleanup and disposat.
Contaminated sand may then be disposed of by burial in an approved landfill. Many spills may be
cleaned up with rags by wiping and/or mopping and allowing the liquid to absorb into the fabric. The rags
may then be disposed of by incineration.

Floor drains in areas of material use should be protected with sandbags to contain accidental spills.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store in original, unopened containers below 3°C (86°F) and above 0°C (32°F). AM
500 1 has a minimum shelf life of 12 months from the date of shipment from BioShield.

Pesticide Disposal: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide,
spray mixture, or rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use
according to label instructions, contact your State Pesticide or Environmental Control Agency, or the
Hazardous Waste Representative at the nearest EPA Regional Office for guidance.

Container Disposal: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or incineration, or, if allowed by state and local authorities, by
burning. If burned, stay out of smoke.

IMPORTANT: WARRANTY AND DISCLAIMER INFORMATION

BioShield Technologies, Inc., warrants that the product conforms to its chemical description and is
reasonably fit for the purposes stated in this bulletin when used in accordance with directions under
normal conditions of use; but this warranty of fitness for a particular purpose does not extend to the use
of this product contrary to bulletin instructions, or under abnormal conditions, or under conditions not
reasonably foreseeable to seller, and buyer assumes the risk of any such use.

BIOSHIELD SPECIFICALLY DISCLAIMS ANY OTHER EXPRESS OR IMPLIED WARRANTY,
INCLUDING THE WARRANTY OF MERCHANTABILITY.
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further testing for AM 500 and AM 500 I (see Volumes VII and VIII). In the waiver requests,
Justification is provided for the Acute Primary Eye Irritation requirement based on
BioShield’s restrictive precautionary language on its label (category I toxicity), including a
Danger signal word. Any additional data that could be submitted would not result in more
restrictive precautionary labeling since the highest possible risk from the use of the product is
assumed. In addition, we cited the study titled “Acute Toxicologic Properties of Dow
Corning Q9-5700: Laboratory Project ID: AD-0003” (MRID# 40385201). According to
EPA’s Reregistration Status Report Card for Trimethoxysilyl propyl dimethyl octadecyl
ammonium chloride (copy attached for your convenience), this study was acceptable to satisfy
the Acute Primary Eye Irritation Data Requirement. Thus, based on the proposed
precautionary labeling and the Dow Corning study cited in the previously submitted waiver
request, we believe BioShield has satisfied the Acute Primary Eye Irritation data requirement.

The data required for registration of BioShield AM 500 and AM 500 I (with the
exception of the storage stability study) are now complete, and we understand that there are
no other issues regarding registration of these products. Thus, we look forward to the timely
registration of these products.

If you have any questions, please give me a call at (703) 312-8531.
Sincerely,

° BLilZn

Blane Dahl

Registration Manager

Jellinek, Schwartz & Connolly, Inc.

Authorized Representative of
BioShield Technologies, Inc.

Enclosures

c: Joachim Berkner, BioShield Technologies, Inc.

Jellinek, Schwartz & Connolly, Inc.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Bioshield Technologies, Inc.
4405 International Blvd., Ste. B109
Norcross, GA 30093

ATTN: Kimberley Lowe, Agent

SUBJECT: BIOSHIELD AM 500
EPA File Symbol 70871-R
BIOSHIELD AM 500 I
EPA File Symbol 70871-E

Dear Ms. Lowe:

This letter is a follow-up to the fax review of the acute
toxicity waiver request, I sent you. As you can see the Agency
needs a primary eye irritation study (Guideline No. 81-4) on the
formulated product, Bioshield AM 500, EPA File Symbol 70871-R.

Further review of your file on Bioshield AM 500 shows that
you will need to clarify the efficacy studies. The product
booklet states the product is for "disinfectants, sanitizers and
micorbiocides uses...". What type of organisms are you
controlling? Are they human pathogens or odor-causing bacteria,
fungi, algae and yeasts? You must submit efficacy studies or
waiver requests from doing the efficacy or MRID’s of previous
studies already done. List the human pathogens on the label.
Odor-causing organiams do not require efficacy studies.

Please submit product chemistry data for preliminary
analysis, analytical methods and the storage stability for the
MUP, so all chemical analyses for these products will be
complete.

CONCURRENCES
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If you have any further questions, please contact Ms.
Barbara Pringle at (703) 308-6236.

Sincerely,

W LM(,M/&// /.

Velma Noble
Acting Product’Manager 31

Regulatory Management Branch I
Antimicrobial Division (7510W)
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labeled as "Collateral Labeling" which can placed on the label or
the MUP and end-use products.

Acute Primary Eye Irritation--Please provide study and or
justification for a waiver from data for this the primary eye

irritation. This formulation is not the same as the Dow Corning
5772, this is a 5% formulation rather than a 72.1% formulation.

If you have any further questions,‘please contact Ms.
Barbara Pringle at (703) 308-6236.

Sincerely,

e

Velma Noble

Acting Product Manager 31
Regulatory Management Branch I
Antimicrobial Division (7510W)
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PRODUCT CHEMISTRY REVIEW

END-USE PRODUCT [ ] MANUFACTURING~USE PRODUCT [V{

EPA Reg. No. (or File Symbol No.)_7087!—F

Registration [v{ : Reregistration

Ccase No.:

DP Barcode/Chemist: Fnneo 5/70?(144_;
3)

(1

1)

2) 4)

1. Product Name: K o Sl bt AM Svor1

2. Company:

3. Type of Submission: New [Vf Resubmission [ ] Amendment [ )
"ME-TOO" [ ] Alternate Formulation [ ] REPACK [ ]
Expt Use Permit [ ] Other (Specify).

4. CONFIDENTIAL STATEMENT OF FORMULA

4a.

4b.

4d.

Type of formulation and source registration

« Non-integrated formulation system
+ Are all TGAIs used registered - yes [V{ * no

+ Integrated formulation system

« If "ME-TOO", specify EPA Reg. No. of existing
product:

Clearance of inerts for non-food or food use:
Cleared for food use under 40CFR§180.1001:

cyes [ ] « no [ ]. If yes: s c[ ] »d[ ] =+ e
Cleared for non-food use: + vyes [/6 * no

Physical state of product: ViS5C.aud JétZLCocbZ

The chemical IDs, analytical information (including

——
\_l&

(]

~—
e

that for the TGAIs), density, pH, and flammability are

consistent with that given in GRN 61, 62, and 63=7,
63-12, and 63-15, respectively. . yes [/ﬁ * no

(3
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4e.

4f,

4qg.
4h.

4i.

43.

Density (or bulk density for solids): at 'C.D.qqc?7gvkmé
wsC al 20%;
T CE pant/ 100 (ori) s
m&’f%/ /J

pH (if dissolved or dispersed in water):
Flash point and/or flame extension: KVA
NCs and CLs are acceptable: + [v] « not acceptable [ )

Active ingredient(s) LCL UCL

NC._
A 3-( O meloxyst, "o
( cme cai/icéyé)f”ﬁﬁ?Z;;ZZZ?;%%i 50% %75%

~ &
B.C?Cf&x%&%?é: DA FPLONL LI Y5k 5254
C.
D.
For products produced by an integrated formulation
system:
« All impurities of toxicological significance have
an UCL: «yes (] +« no [ ] <« not applicable (V]

+ All impurities 2 0.1% in the product have been
identified:» yes [ ] + no [ ] =+ not applicable [/]

S. PRODUCT LABEL

Sa.

Sb.

5¢C.

5d.

The active ingredients statement (chemical IDs and
NCs) is consistent with the CSF: -+ yes [/ﬁ * no [ )

The formulation contains one of the following:
+ 10% or more of a petroleum

distillate: +yes [ ] * no [Vﬁ
+ 1% or more of methyl alcohol: «yes [ ] ¢ no [V]
+ sodium nitrite at any level: yes [ ] * no [vf
+ a toxic List 1 inert at any level:: yes [ ] ¢ no [53
+ arsenic in any form: yes [ ] + no [7]

If yes to any of the above, does the inert ingredients
statement contains a footnote indicating this?
- yes [ ) - no [ ) - not applicable [#)

The appropriate warning statement regarding
flammability or explosive characteristics of the
product are given on the label:

+ ves [V ] « no [ ]} « not applicable [ ]}
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Se. The storage and disposal instructions for the pesticide
and container are in compliance with PR Notice 84-1 for
household use products or PR Notice 83-3 for all other
uses: + yes { *no [ ]

6f. Does the product require an expiration date at which
time the NC falls below the LCL (based on the one year
storage stability data or other information):
.« yes [ ] + no (V]

6. PRODUCT CHEMISTRY (GRN 61, 62, 63)

6a. Chemical IDs/Manufacture/Analytical | Accept of MRID
Information Information | No.
61-1 Chemical ID (see Appendix)' A 149764 g2
. 61-2a Manufacturing Process® A %279417%?
61-2b Formulation Method? Ja¥ Yy279<- vl
61-3 Discussion of Impurities® yal 2TV F
62-1 Analysis® tdéﬁ%ﬁf:[axy
62-2 Certified Limits® i) C5F
62-3 Analytical Method for AIs’ will b s L T
@
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PRODUCT NAME:
BioShield AM 500 I

EPA REG. NO. OR FILE SYMBOL: FORMULATOR EXEMPTION ASSERTED:

.M O%Q\.\ﬂ\ Yes

APPLICANT'S NAME AND ADDRESS: APPLICATION DATE: NAME OF ACTIVE INGREDIENT:
BioShield Technologies, Inc. 3-(trimethoxysilyl) propyldimethyloctadecyl ammonium chloride
4405 International Blvd., Suite B109, Norcross, GA 30093 May 14, 1997
MRID NUMBER
DATA REQUIREMENT E OF DA TISFYI T
QUI ENTS SOURCE OF DATA SATISFYING REQUIREMEN EPA ACCESSION NUMBER,
OR OTHER EPA
IDENTIFYING NUMBER
Regulation Name of Test Submitted Date Submitted Permission Public N.A. or
Part 158/ by Submitted | by another letter literature waiver
Guideline Applicant person/firm enclosed or other
Number (name) (explain)
63-11 Octanol/Water Partition n/a
Coefficient
63-12 pH x 05/14/97
63-13 Stability /a
63-14 'Oxidizing or Reducing n/a
Action
63-15 Flammability wa
63-16 Explodability n/a
63-17 Storage Stability being
conducted
63-18 Viscosity X 05/14/97
63-19 Miscibility /a
63-20 Corrosion Characteristics n/a
63-21 Dielectric Breakdown n/a
Voltage
81-1 Oral LDs - Rat x 05/14/97 Waiver
81-2 Dermal LDs -Rabbit X 05/14/97 Waiver
81-3 Inhalation LCs - Rat X 05/14/97 Waiver

@




PRODUCT NAME:

EPA REG. NO. OR FILE SYMBOL:

FORMULATOR EXEMPTION ASSERTED:

y4- V4

BioShield AM 500 I b0yy - E Yes
APPLICANT'S NAME AND ADDRESS: APPLICATION DATE: NAME OF ACTIVE INGREDIENT:
BioShield Technologies, Inc. 3-(trimethoxysilyl) propyldimethyloctadecyl ammonium chloride
4405 International Blvd., Suite B109, Norcross, GA 30093 May 14, 1997
MRID NUMBER
DATA RE| EOFD NT
REQUIREMENTS SOURCE OF DATA SATISFYING REQUIREME EPA ACCESSION NUMBER,
OR OTHER EPA
IDENTIFYING NUMBER
Regulation Name of Test Submitted Date Submitted Permission Public N.A. or
Part 158/ by Submitted by another letter literature waiver
Guideline Applicant person/firm enclosed or other
Number (name) (explain)
81-4 Primary Eye Irritation - x 05/14/97 Waiver
Rabbit
81-5 Primary Dermal Irritation - x 05/14/97 Waiver
Rabbit
81-6 Dermal Sensitization - x 05/14/97 Waiver
Guinea Pig
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Paperwork Reduction Act Notice

The public reporting burden for this collection of information is estimated to average 2.5 hours per response,
including time for reviewing instructions, searching existing data sources, gathering and maintaining needed data,
and completing and reviewing this application form. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to: Chief, Information Policy
Branch, 2136, U.S. Environmental Protection Agency, 401 M Street, S. W., Washington, DC 20460; and to Office of

Management and Budget, Paperwork Reduction Project (2070-0055), Washington, DC 20503, marked "Attention
Desk Officer for EPA."
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DATA REQUIREMENT LISTING
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PRODUCT NAME: EPA REG. NO. OR FILE SYMBOL.: FORMULATOR EXEMPTION ASSERTED:
BioShield AM 500 [ ,J Q WJ \\ \“\

APPLICANT'S NAME AND ADDRESS: APPLICATION DATE: NAME OF ACTIVE INGREDIENT:

BioShield Technologies, Inc. 3-(trimethoxysilyl) propyldimethyloctadecyl ammonium chloride
4405 International Blvd., Suite B109, Norcross, GA 30093 May 14, 1997

MRID NUMBER
DATA REME F DATA SATISFYI ENT
REQUI NTS SOURCE O SATISFYING REQUIREM EPA ACCESSION NUMBER,
OR OTHER EPA
IDENTIFYING NUMBER
Regulation Name of Test Submitted Date Submitted Permission Public N.A. or
Part 158/ by Submitted | by another" letter literature waiver
Guideline Applicant person/firm enclosed or other
Number (name) (explain)
61-1 Product Identity and X 05/14/97
Disclosure of Ingredients
61-2 Description of Beginning X 05/14/97
Materials and
Manufacturing Process
61-3 Discussion of Formation of X 05/14/97 w‘
Impurities G o
63-2 Color x 05/14/97 o ]
63-3 Physical State X 05/14/97 = 4|
P
63-4 Odor X 05/14/97 P P
63-5 N 5 ¥
Melting Point n/a N =
63-6 Boiling Point /a i B
63-7 Density, Bulk Density, or X 05/14/97
Specific Gravity
63-8 Solubility n/a
63-9 Vapor Pressure n/a
63-10 Dissociation Constant n/a
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U.S. ENVIRONMENTAL PROTECTION AGENCY MAY 2 2 1997
Office of Pesticide Programs

BIOSHIELD TECHNOLOGIES, INC.
4405 INTERNATIONAL BLVD.
SUITE B109

NORCROSS, GA 30093

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your transmittal of 05/19/97. Our staff
has completed a preliminary analysis of the material. The results are
provided as follows:

Your submittal was found to be in full compliance with
the standards for submission of data contained in PR
Notice 86-5. A copy of your bibliography is enclosed,
annotated with Master Record ID’s (MRIDs) assigned to
each document submitted. Please use these numbers in
all future references to these documents. Thank you for
your cooperation. If you have any questions concerning
this data submission, please raise them with the
cognizant Product Manager, to whom the data have been
released.




WASHINGTON, D.C. 20460

e mm("‘r May 20, 1997

{ AR 9 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
<

" BIOSHIELD TECHNOLOGIES, INC

€/0 JELLINEK, SCHWARTZ & CONNOLLY, INC T L U
1525 WILSON BLVD - STE 600 _ TOXIC SUBSTANCES

ARL, VA 22209

ATTN: BLANE DAHL

PRODUCT NAME: BIOSHIELD AM 500 I

COMPANY NAME: BIOSHIELD TECHNOLOGIES, INC
OPP TDENTIFICATION NUMBER: 250768

EPA FILE SYMBOL: 70871-E

EPA RECEIPT DATE: 05/19/97

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION
DEAR REGISTRANT

The' Of fice of Pesticide Programs has received your application
for a new registration, and it has passed an administrative screen
for completeness.

Please note that this is only a notification of receipt of
your application. This is only the first step in the application
process, and does NOT constitute approval.

If you have any questions, please contact Marshall Swindell, Acting
Product Manager 31 at (703) 308-6341.

Sincerely,
Q k ) o -

/ " -

o g R X t'/’." q) ,/1f.t"r'-?¢(l-

Front End’Processing Staff
Information Services Branch

Program Management and Support Division

j g)s Yy NecyclodMocycinbla

'\\ Printad with Soy/Canola Ink an papar that
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- Jellinek, Schwartz & Connolly, Inc.

1525 Wilson Boulevard. Suite 600
Arlington. VA 22209

(703) 527-1670 - Fax: (703) 527-5477

Consultants in Environmental Science, Policy & Management

Hand Delivered 442 704—-00

May 14, 1997

Ms. Rebecca Cool (Acting PM 31)
Regulatory Management Branch 1
Antimicrobials Division (H7505W)
Office of Pesticide Programs

U. S. Environmental Protection Agency

2800 Crystal Drive
Arlington, VA 22202

10d0/dd0/ v 033y
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Re: AM 5001 and AM 500
Application for Pesticide Registration

Dear Ms. Cool:
On behalf of BioShield Technologies, Inc. (BioShield; 4405 International Boulevard,

I Suite B109, Norcross, Georgia, 30093), we are submitting an application for pesticide
registration for the manufacturing use product, AM 500 I (containing the active ingredient 3-

(trimethoxysilyl) propyldimethyloctadecyl ammonium chloride, CAS# 27668-52-0) and an
application for an end use product, AM 500, which is identical in composition to the subject
MUP. Thus, the product chemistry data included in this submission are provided once (but

the required three copies of these data are enclosed).
This 1s BioShield’s first pesticide application. Please assign an EPA Company

Number for BioShield.

Because BioShield purchases the active ingredient from a registered source and is
claiming a formulator’s exemption, no data on 3-(trimethoxysilyl) propyldimethyloctadecyl

ammonium chloride technical grade active ingredient (TGAI) are included in this submission.

MEMBERS OF THE JSC GROLUP OF COMPANIES:
Arlington. VA 22209 USA « (703) 527-1670 « Fax (703) 527-377

Jellinek, Schwariz & Connolly. Inc. »
JSC Internanonal Lid. « Harrogate. North Yorkshire HG1 3QY o UK ¢ (1423) 520245 « Fax (1423) 520297
Siclken, Inc. o Bryan, TX 77802 USA « {4091 846-5175 « Fax (409) 846-2671
JSC Spenslev o Denver, CO 30202 USA « (3031623-3100 « Fax (303) 623-3130
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Basis for Waiver Request:

Existing Data

Acute toxicity studies on DOW CORNING 5772 exist in various animal
species. The studies described below represent some of the critical studies
conducted with this active ingredient. These studies have been accepted by
EPA when it registered DOW CORNING 5772. BioShield has been granted
permission by Aegis Environmental Management Inc. to reference these data
when writing this Acute Toxicity data waiver. No additional new information
on acute toxicity would be generated by conducting these studies again. The
following is list of studies that BioShield is referencing:

MRID 40385201 Hobbs, E. (1973) Acute Toxicologic Properties of Dow
Corning Q9-5700: Laboratory Project ID: AD-0003. Unpublished
compilation prepared by Dow Corning Corp.

MRID 42456511, Devries, C.; Siddiqui, W. (1983) Acute Oral Toxicity of
DOW CORNING 5772 Antimicrobial Agent: Project X9 6346.
Prepared by DOW CORNING CORP.

MRID 43219901, Devrles, C.; Siddiqui, W. (1983) Acute Dermal Toxicity of
DOW CORNING X9-6346 (DOW CORNING 5772 Antimicrobial
Agent): Lab Project Number 4211-3. Unpublished study prepared by
DOW CORNING CORP.

MRID 41157803, Kolesar, G., Siddiqui, W, Staton, E. (1985) An Acute
Aerosol Inhalation Toxicity Study with Dow Corning 5772 compound
in Rats: Report No. 1312, Unpublished study prepared by Sow
Coming Corp.

MRID 93218047, Dwane, M. (1990) Dow Coming Corp. An acute Dermal
Irritation Study of Dow Corning 5772 Antimicrobial Agent: Project
X9-6346. Prepared by DOW CORNING CORP.

MRID 42456513 Devries, C.; Siddiqui, W. (1983) Phase 3 New Submission:
Acute Dermal Irritation Study of Dow Corning 5700 Antimicrobial
Agent: Lab Project Number: X9-6346. Unpubllshed study prepared by
Dow Coming corp.

MRID 42197401 Hoffman, R. (1992) A Skin Sensitization Study of Dow
corning 5700 Hydrolysate in Guinea Pigs: Lab Project Number: 1992-
10000-36929. Unpublished study prepared by Dow Coming Corp.

Jellinek, Schwartz & Connolly, Inc.
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